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PERFORMANCE WORK STATEMENT
TCF CONTRACT EP-C-11-005
WORK ASSIGNMENT # 3-03

Title: Incorporation of New Technologies to Support Criteria Development and Implementation

Work Assignment Manager: Shamima Akhtcr
Health and Ecological Criteria Division (Mail Code 4304T)
Office of Water, Office of Science and Tcchnology
1200 Pennsylvania Ave, N.W.
Washington, DC 20460
Phone (202) 566-1341
E-mail; akhter.shamimagaepa.goy

Alternate WAM: John Ravenscroft .
Health and Ecological Criteria Division (Mail Code 4304T)
Office of Water, Office of Science and Technology
1200 Pennsylvania Ave, N.W.
Washington, DC 20460
Phone (202) 566-1101
E-mail: ravenscroft.johniwepa.gov

Period of Performance: January 1, 2014 through December 31, 2014
Contractor SOW:3.1,3.3, 34 3.6

Background:

An important goal of the Clean Water Act (CWA) is to protect and restore waters for swimming.
A key component in the CWA framework for protecting and restoring waters for swimming n
State adoption of water Quality Standards (WQS) to protect swimmers from illnesses associated
with “microbes” in the water, One of the EPA’s key roles is to recommend recreational water
quality criteria (under section 304(a) of the CWA)} for adoption by the States. These EPA
recommended crileria have been historically based on fecal matter in the watcer; in the 19607s the
Federal Government recommended certain levels of fecal coliform as the recreational criterta and
in1986 FPA recommended certain entcrococei and E. coli as its new recreational criteria.

In order to continue to provide increased protection to swimmers and for development of Total
Maximum Daily Loads (TMDLs), National Pollutant Discharge Elimination System (NPDES)
permitting requirements and water quality listings, EPA is now polsed Lo revise its ambient water
quality criteria. The old criteria developed in 1986 was mainly based on enumerations of Fecal
Indicator Bacteria (FIB) using culturc-based methods, some of which were originally developed
over a century ago. The advent of scientific methods particularly in the molecular measurements
of diverse microbial populations, analytical chemistry, virology, genomics including
metagenomics warrant reevaluations of the 1986 criteria development process. Rescarch
advances have revealed many of the shortcontings and uncertaintics associated with the 1986



watcr quality criteria. EPA 1s committed to develop new recreational water quality criteria for all
water body types by 2012, Before new criteria can be developed, 1t is imperative that {PA
undertakes critical research, analyze existing rescarch data so that a scientifically defensible and
health protective criteria can be adopted.

New molecular assays with intrinsic characteristics of high sensitivity, specificity, and
reproducibility allow more direct enumeration of potential pathogens in recreational water. For
example, Immunaomagnetic Sceparation / Adenosine Triphosphate (IMS/ATP), TagMan Protein
Assays, fluorescent-based microbe detection assays allow enumerations of indicator organisms
very reliably. EPA is contemplating inclusion of Quanitiative Polymerase Chain reaction (QPCR)
based enumerations of T'IBs that can rapidly produce actionable results as opposed to the 24-48
hours that 1s now needed for culture based laboratory analysis. However, before new
technologies can be incorporated in criteria development, numerous regulatory hurdles and
related research needs must be met.

FPA anticipates a need to find out how we can use the data from the new technologies in the
criteria development in the absence of epidemiological studies.

Quality Assurance:

The tasks in this Performance Work Statement (PWS) require the use of secondary data/analyses
and fall under the scope of the approved contract-level QAPP. Consistent with the Agency’s
guality assurance (QA) requirements, the contractor must assure the quality and analyses of the
secondary data and other data collected to be used under this work assignment,

The Contractor shall discuss with the TPA WAM if any of the specilic work assignment tasks
are not readily covered under the approved QAPP. Any additional quality assurance
requircments must be addressed in the work plan and monthly progress reports and, 1l nccded, be
covered by a work assignment-specific QAPP supplement, which must be approved by the EPA
WAM before activitics covered by the additional QA language begin under this work
assignment.

PERFORMANCE WORK STATEMENT (PWS):
Task 1: Work plan and monthly progress reports

The contractor shall develop a detail work plan and cost estimate for cach task outlined in this
work assignment. The plan should contain, but not limited to, work-flowchart, elaborate schedule
(task-wise), staffing plan and qualifications of proposed staff, budget for cach task and level of
effort (LOE). Prior to the submission of the work plan, the contractor shall consuit with the EPA
WAM via conference call to mitigate any potential issues that need clarifications. The contractor
shall include information on plans to manage work and control contract costs. All P levels, hours
and total dollars for each task will be provided and costs greater than $100.00 shall be itemized
in detail. The contractor shall provide their job number with all invoices to facilitate their
expediency. The plan should be submitted no later than fifteen (15) working days after recciving
this work assignment.



This task also includes monthly progress and financial reports. The monthly progress report
shall indicate, in a separate QA section, whether significant QA issucs have been identificd and
how they are being resolved. Monthly (inancial reports must include a table with the invoice
LOE and costs’ broken out by the tasks in this work assignment.

Task 1.2: Information Quality Guidelines

The Contractor shall ensure the products developed under this work assignment comply with the
EPA Information Quality Guidelines and shall complete the Checklist for Influential Information
as needed for each deliverable from this work assignment as they may be used in Agency
decision-making and/or will be publicly available documcents. Thec EPA WAM will provide the
checklist to the Contractor. The Contractor shall provide a memorandum describing how the
planned product(s) developed meet EPA's Information Quality Guidelines checklist. As part of
that memo, the Contractor shall document the quality assurance procedures it used in developing
the deliverables under this PWS. The Contractor shall provide the memo at the time it delivers
the Final Summary Report. The Contractor shall have a teleconference with the EPA WAM (o
discuss the Guidelines and the Contractor’s role in completing the checklist.

Task 4: Develop Technical Support Documents

in order to develop Technical Support Documents for criteria implementation, EPA is
anticipating detailed analyses of Task 2 (previous WA 2-03) that shall be the basis of completing
Task 4. This work shall provide a tool for states to develop new methods or indicators for their
water quality standards on a site-specific basis. Information on demonstrating the relationship
between two-indicator method combinations shall be characterized under this task. The
contractor shall be aware of the following time-line (o gencrate the deliverable. The deliverable
will go for internal/management review followed by the external peer review. Afterwards, the
peer reviewced deliverable will again be evaluated by internal/management tcam.

. Management review - Novl19 - Dec 19, 2013

J Conduct peer review January 20, 2014

. Final Peer Review Report - March 10, 2014

. Response to peer review comments — March 1! April 10, 2014

And incorporation of any changes to the deltverable (ICT)

After Peer Review

. Internal Review HECD - April 11 - 25,2014
2 Management review - May 12 - 30, 2014
. Final deliverable - June 2014

Period of Performance/Milestones: It is the Contractor’s responsibility to coordinate with EPA
WAM while conducting these tasks.



Task Milestone Date due
1 Work PPlan Due 15 calendar days after receipt of
WA
BN L1 oArP Within 3 weeks of receipt of WA
Fl Kick-off necting with EPA WAM | | week after WP approval
4 | Draft Report 2 months after WP approval
4 Revised Report June 2014

Knowledge and Skills Required: Contractor shall have expertise in preparing the
aforementioned materials and be knowledgeable with the various fields of discipline discussed in
this work assignment. The Contractor shall have practical experience in statistical methods and
have analysis and have advanced credentials in environmental microbiology. The contractor shall
be familiar with the use of fecal indicator organisms, microbiological analytical methods
(including molecular techniques) watcr monitoring, applications of epidemiological data,
determination of human exposure to environmental contaminant sources, and gastrointestinal
discase endpoints, and other factors associated with needs in recreational water qualily and CWA
304(a} critcria development,

General Reguirements of the Work Assisnment and Schedule:

Duc Dates: The Contractor shall provide due dates that are mutually acceptable with the EPA
WAM. The Contractor shall notify the EPA WAM in advance, if a due date will not be et and
request a revised date.

Delays: The Contractor shall make every effort to ensure there are ne Contractor-caused delays.
If a delay is inevitable, it is the Contractor’s responsibility to notify the EPA WAM at the first
sign of said delay. A revised schedule will then be worked out.

Draft Documents: The Contractor may be required to submit draft documents. Draft documents
shall be prepared in an electronic format compatible with current Microsoft products. T:PA
WAM will provide comments on draft submissions prior to submission of final documents.

Final Documents: The Contractor shall submit final documents both electronically and in
hardcopy to EPA WAM.

Final Documents: The Contractor shall revise and incorporate all EPA’s comments and submut
final documents both clectronically and in hardcopy (Microsoft version 2003 or higher) to LPA
WAM. The Agency may decide to publish the report on the web. It this oceurs, the report will
need 1o be 508 compliant and the COR will provide appropriate technical direction.

Final Peer Reviewed Document: Upon receipl of the EPA’s external expert peer-review of the
Contractor’s Final Written Report, the EPA WAM will provide the Contractor with the
recommended edits and modifications. The Contractor shall address all recommended peer-

review modifications. Changes will be documented in a separate report for the record to describe




how the peer-review comments were incorporated into the final report. The Contractor shall
provide the revised final report {and documented changes to the report) to the EPA WAM for
review. Upon the EPA WAM’s approval, the Contractor shall send the final revised peer-
reviewed report in Microsoft Word, version 2003 or higher, to the EPA WAM.

MEETINGS, CONFERENCES, TRAINING EVENTS, AWARD CEREMONIES AND
RECEPTIONS:

All appropriate clearances and approvals required by Agency policy in support of any and all
conference related activities and expenses, including support of meetings, conlerences, training
events, award ceremonics and receptions, shall be obtained by the EPA PO as needed and
provided to the Contracting Officer. Work under conterence related activities and expenses shall
not occur until this approval is obtained and provided by the EPA PO.
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PERFORMANCE WORK STATEMENT
ICF CONTRACT EP-C-11-005
WORK ASSIGNMENT # 3-03 Amendment 1

Title: Incorporation of New Technologies to Support Criteria Development and Implementation

Work Assignment Contracting  Shamima Akhter
Officer Representative (WACOR): Health and Ecological Criteria Division (Mail Code 4304T)
Office of Water, Office of Science and Technology
U.S. Environmental Protection Agency
1200 Pennsylvania Ave, N.W.
Washington, DC 20460
Phone (202) 566-1341
F-mail: akhter.shamima@epa.gov

Alternate WACOR: John Ravenscroft
Health and Ecological Criteria Division (Mail Code 430471)
Office of Water, Office of Science and Technology
U.S. Environmental Protection Agency
1200 Pennsylvania Ave, N. W,
Washington, DC 20460
Phone (202) 566-1101
E-mail: ravenscroft.john@epa.gov

Ry

Period of Performance: Work Assignment Amendment Issuance through December 31, 2014
Contractor SOW: 3.1, 3.3,34,3.6

Purposc ¢f Amendment: The purpose of this amendment is to provide additional LOE and
funding for Tasks 1 and 4. Deliverables under Task have necessitated additional rounds of
review and editing that were not anticipated when the original work assignment was prepared.
The additional LOE and funding will help to preparc useful deliverables of sufficient quality for
EPA and maintain project timelines. Additional resources are also being provided for Task 1 for
the remainder of the period of performance. Unless specifically mentioned, the language
contained in the original work assignment still applies (e.g., Information Quality Guidelines, QA
section, etc.). All deliverables remain unchanged. The contractor shall submit a cost estimate
for this amendment.

‘The rersaining milestones for Task 4 (Develop Technical Support Documents) are as follows:
» Thc contractor shall provide support in responding to comments from the independent
peer review of the TSM document.
¢ The contractor shall incorporate comments and edits reccived from the WACOR, from
both the peer review and the {inal round of internal management review.
e The contractor shall ensure the TSM document is fully prepared for publication on EPA’s
website once EPA comment approval is received.
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PERFORMANCE WORK STATEMENT
ICF CONTRACT EP-C-11-005
WORK ASSIGNMENT # 3-03 Amendment 2

Title: Incorporation of New Technologies to Support Criteria Development and Implementation

Work Assignment Contracting  Shamima Akhter
Officer Representative (WACOR): Health and Ecological Criteria Division (Mail Code 4304T)
Office of Water, Office of Science and Technology
U.S. Environmental Protection Agency
1200 Pennsylvania Ave, N.W,
Washington, DC 20460
Phone (202) 566-1341
E-mail: akhter.shamima@epa.gov

Alternate WACOR: John Ravenscroft
Health and Ecological Criteria Division (Mail Code 430471)
Office of Water, Olfice of Science and Technology
U.S. Environmental Protection Agency
1200 Pennsylvania Ave, N.W.
Washington, DC 20460
Phone (202) 566-1101
E-mail: ravenscroft.john@cpa.gov

Period of Performance: WA Amendment Issuance through December 31, 2014

Purpose of Amendment: The purpose of this amendment is to provide additional LOE for
Tasks 1 and 4. Deliverables under Task have necessitated reanalysis based on peer review
comments, additional rounds of review and editing that were not anticipated when the
amendment | was prepared. The additional 1LOT will help to prepare useful deliverables of
sufficient quality for EPA and maintain project timelines. Additional resources are also being
provided for Task 1 for the remainder of the period of performance. Unless specifically
mentioned, the language contained in the original work asstignment still applies (e.g., Information
Quality Guidelines, QA section, ctc.). All deliverables remain unchanged. The contractor shall
submit a cost estimate for amendment 2.

The remaining milestones for Task 4 (Develop Technical Support Documents) are as follows:
» The contractor shall provide support in responding to comments from the independent
peer review of the TSM document.
e The contractor shall incorporate comments and edits received from the WACOR, from
both the peer review and the final round of internal management review.
¢ The contractor shall ensure the TSM document is fully prepared for publication on EPA’s
website once EPA comment approval is received.
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Performance Work Statement
ICF Contract # EP-C-11-005
Work Assignment #3-04 (Carryover)

Title: QMRA Activities to Support Criteria Development and Implementation

Work Assignment Manager: John Ravenscroft (Mail Code 4304T)
Office of Water, Office of Science and Technology
Health and Ecological Criteria Division
1200 Pennsylvania Ave, N.W.
Washington, DC 20460
Phone (202) 566-1101
E-mail: ravenscroft.john@epa.gov

Alternate WAM: Sharon Nappier (Mail Code 4304T)
Office of Water, Office of Science and Technology
Health and Ecological Criteria Division
1200 Pennsylvania Ave, N.W.
Washington, DC 20460
Telephone #: 202-566-0740
E-mail: nappier.sharon@epa.gov

Period of Performance: January 1, 2014 through December 31, 2014

**Note: No CBI data will be needed in the course of this work assignment.
Contractor PWS: 3.1, 3.3, 3.6

Background: EPA is issued new CWA 304(a) Recreational Ambient Water Quality Criteria
(AWQC) in December 2012. The science underpinning the new criteria describes human health
effects and water quality studies conducted in waters impacted primarily by human sources of
fecal contamination. EPA would like to better understand the risks associated with other fecal
sources and the potential wet weather impacts on surface waters. Quantitative Microbial Risk
Assessment (QMRA) has been identified as a tool that the Agency can use to complement
existing health data and to better understand the relative risks associated with non-human
fecal sources of surface water contamination. The Agency’s previously supported QMRA efforts
have indicated that there are potentially significant differences in health risks associated with
different sources of fecal contamination and additional efforts are needed to better inform the
regulatory framework. This work assignment covers various aspects of further development
and application of QMRA in support of Recreational AWQC development and implementation.



Quality Assurance: The tasks in this Performance Work Statement (PWS) require the use of
secondary data/analyses and fall under the scope of the approved contract-level QAPP.
Consistent with the Agency’s quality assurance (QA) requirements, the contractor must assure
the quality and analyses of the secondary data and other data collected to be used under this
PWS.

The Contractor shall discuss with the EPA WAM if any of the specific work assignment tasks are
not readily covered under the approved QAPP. Any additional quality assurance requirements
must be addressed in the work plan and monthly progress reports and, if needed, be covered
by a WA-specific QAPP supplement, which must be approved by the EPA before activities
covered by the additional QA language begin under this PWS.

Performance Work Statement (PWS): The scope in this PWS will fall under the following task
areas:

Task 1: Work plan, monthly progress reports and quality assurance
Task 1.1: Work plan

The contractor shall develop a work plan to address all tasks in this work assignment. The work
plan shall include a schedule, staffing plan, level of effort (LOE), and cost estimate for each task,
the contractor’s key assumptions on which staffing plan and budget are based, and
gualifications of proposed staff. If a subcontractor(s) is proposed and subcontractors are
outside the metropolitan DC area, the contractor shall include information on plans to manage
work and contract costs. All P levels, hours and total dollars for each task will be provided and
costs greater than $100.00 shall be itemized in detail. The contractor shall provide their job
number with all invoices to facilitate their expediency.

This task also includes monthly progress and financial reports. The monthly progress report
shall indicate in a separate QA section, whether significant QA issues have been identified and
how they are being resolved. Monthly financial reports must include a table with the invoice
LOE and costs delineated by the tasks in this WA. These reports should also indicate an
estimate for the next month by task and if any lagging costs are expected. EPA realizes these
estimates are just approximate values and is interested in having this information for internal
budgeting purposes.

Task 1.2: Information Quality Guidelines

The Contractor shall ensure the products developed under this work assignment comply with
the EPA Information Quality Guidelines and shall complete the Checklist for Influential
Information as needed for each deliverable from this work assignment as they may be used in
Agency decision-making and/or will be publicly available documents. The EPA WAM will provide
the checklist to the Contractor. The Contractor shall provide a memorandum describing how
the planned product(s) developed meet EPA’s Information Quality Guidelines checklist. As part
of that memo, the Contractor shall document the quality assurance procedures it used in



developing the deliverables under this Work Assignment. The Contractor shall provide the
memo at the time it delivers the Final Summary Report. As directed by the EPA WAM, the
Contractor shall have a teleconference with the EPA WAM to discuss the Guidelines and the
Contractor’s role in completing the checklist.

Task 2: General Project Support and Development of Technical Support Guidance

EPA is planning to make available Quantitative Microbial Risk Assessment (QMRA) guidance to
States for consideration in developing site-specific Water Quality Standards (WQS) packages.
Task 2 comprises the different facets of the QMRA guidance project and includes project
planning, communication strategies, and guidance document development.

Task 2.1: Project planning and management

The Contractor shall conduct project strategic planning in conjunction with the EPA WAM. The
purpose of this subtask will be to develop a comprehensive plan that includes all related tasks
and deliverables in the context of the Agency’s Recreational Ambient Water Quality Criteria
(RWQC) and implementation guidance. The planning shall include a discussion of how each task
will aid EPA in meeting its goals in relation to QMRA and the technical support guidance for
implementation.

This task may require contractor travel to HQ for an initial planning meeting and quarterly
update meetings thereafter during the period of performance of this work assignment. All
appropriate clearances and approvals required by Agency policy in support of any and all
conference related activities and expenses, including support of meetings, conferences, training
events, award ceremonies and receptions, shall be obtained by the EPA PO as needed and
provided to the Contracting Officer. Work under conference related activities and expenses
shall not occur until this approval is obtained and provided by the PO.

The Contractor shall provide personnel knowledgeable in QMRA and also project planning and
management for this process. Expertise in Microsoft Project (v. 2007) is preferred. The initial
meeting is crucial to the entire overall work assignment and therefore will need to occur soon
after the work assignment is received by the Contractor. Additionally, weekly update meetings
between the EPA WAM and the Contractor shall be scheduled.

Deliverables under this subtask will include updating (as needed) schedules listing all QMRA-
related work with interim and final deliverable dates and quarterly project updates delineated.
Given that the various QMRA tasks, both previously conducted by HECD and under the current
effort, have been conducted incrementally, these pieces fit together to form a substantive body
of work for the Agency.

As part of the effort under this subtask, the Contractor shall include a discussion on the
Agency’s QMRA goals and objectives and how each of the tasks supports them. It is hoped that
this exercise will also help to identify any gaps that will need to be addressed prior to the
publication of the implementation guidance. Project milestones provided in this work



assignment may be impacted by the results of this project planning. Any differences identified
in these due dates will need to be identified and communicated via technical direction from the
EPA WAM.

Task 2.2: Project communication support:

The contractor shall, based on technical direction given by the EPA WAM, provide support in
preparing interim project updates and other materials for internal and external audiences.
These may include but are not limited to short briefing documents and PowerPoint
presentations. The Contractor may also be directed to participate in and/or conduct briefings
and meetings. The Contractor may also be directed to prepare reports for communication
outside the EPA based on deliverables generated by tasks under this work assignment. The
Contractor shall coordinate with the EPA WAM for the proper timing and need for these
activities. A weekly update call with the EPA WAM will be required for this task, as needed.

A second major area under this task is QMRA outreach support. The Contractor shall assist EPA
WAM with internal and external outreach to EPA management, both at Headquarters and with
Regional offices, States, and other Stakeholder groups.

EPA needs to communicate its efforts to a broad audience. From engaging other scientists on
technical issues to discussing regulatory actions with stakeholders and the public, EPA needs to
be keenly aware of effective communication strategies. For all tasks under this work
assignment, the Contractor shall discuss with the EPA WAM ways to achieve effective
communication objectives. The audience for specific deliverables may be different even though
the analytical approach may be similar. Questions to cover with the EPA WAM should address
the audience and purpose of the deliverable, ideas for finding effective presentation strategies,
suggestions for achieving the communication objectives given differing formats (e.g., written
versus oral). .

The Contractor may be requested to attend meetings of a scientific nature to present the
results of the QMRA analyses to technical and non-technical audiences. All appropriate
clearances and approvals required by Agency policy in support of any and all meetings shall be
obtained by the EPA PO as needed and provided to the Contracting Officer. Work under
meeting-related activities and expenses shall not occur until this approval is obtained and
provided by the PO. Known at of the time of submission of this work assignment is the
following:

Conference — 2014 Water Microbiology Conference: Microbial Contaminants from
Watersheds to Human Exposure

University of North Carolina at Chapel Hill, Chapel Hill, NC

The Contractor shall engage with the EPA WAM to prepare poster presentation(s) of
appropriate QMRA topics from the completed and ongoing tasks. The deadline for
submission of abstracts is January 13, 2014.



Task 2.3: Development of QMRA Technical Support Guidance, QVIRA framework:

The purpose of this task is to continue development and to produce communication materials
for the use of QMRA in the development of site-specific recreational water criteria intended as
the basis for water quality standards (WQS). Past efforts by the Contractor have concentrated
mainly on non-human sources, but the framework itself should be robust enough to consider
other differences or site-specific characteristics.

The Contractor shall continue development of the Quantitative Microbial Risk Assessment
(QMRA) framework for the purposes outlined above. This task shall build upon previous efforts
conducted under B-04, Task 2.2 (QMRA guidance: how to conduct a QMRA for ambient waters,
data needs and analytical approaches), and 1-04 and 2-04, Task 2.3. The goal for this task will
be to develop and to communicate the process by which QMRA can be used to derive
alternative site-specific ambient water quality criteria for recreational use waters that will, in
turn, be used to assemble a water quality standards (WQS) package. This deliverable can be
considered part of the overall technical support guidance as detailed in other tasks below, and
shall include a description and discussion of the process and framework whereby QMRA could
be used as a basis for a site-specific WQS package.

The deliverable shall address the way(s) a State can determine if any given site is a good
candidate for the development of a site-specific water quality standards package based on a
QMRA-derived criteria value. The Contractor shall include a discussion of the components of
water quality standards package and how QMRA can assist in developing a site-specific water
quality criteria value. To complete this part of the deliverable, the Contractor shall meet with
the EPA WAM, WQS coordinators or other personnel in SHPD and the Regions. Logistics of
these meetings may require the Contractor to attend meetings at EPA HQ. The Contractor shall
address the differing approaches a State could use in running a QMRA (i.e., differing level of
effort related to complexity of analysis).

The Contractor shall also consider the implications that the WQS package will be evaluated by
EPA regional and headquarters personnel who will not necessarily have a technical background
in microbiology, public health or risk assessment methodologies. Therefore, it will be critical
that the Contractor consider the end-user audience as the deliverable is being developed.
Technical material shall be transparently and sufficiently conveyed. The narrative shall be
thoroughly developed and any graphical materials shall be explained completely. No
assumption should be made that the audience will internalize figures or tables. These
considerations are quite important as this material will be used to inform the policy decisions
needed for QMRA to be used effectively. Much consideration should be given to the current
paradigm in this area; end-users that are not familiar with risk assessment in general and
hampered by misunderstandings related to the past and current technical bases for the
nationally recommended recreational water quality criteria. It will be crucial that the Contractor
develop effective communication and outreach materials if QMRA is to be applied effectively.



Task 2.4: Development of QMRA Technical Support Guidance, Volume A:

The purpose of this task is to develop a guide for use by States and localities for the purposes of
deriving via the QMRA framework discussed in Task 2.3, site-specific criteria, notably for waters
predominated by non-human sources of fecal contamination, for inclusion into WQS. This
volume will need to be published by the Agency during 2014, so the Contractor will need to
plan accordingly. This timeframe also includes substantial time for management and 3™ party
peer review.

This guide should also provide information to EPA Regions who are tasked to evaluate State
WQS packages. Volume A of this guidance shall concentrate on how to determine if a water
body is eligible for the development of site-specific criteria, what information can be used to
provide a line of evidence approach for determining sources of fecal contamination (i.e., how to
build a sanitary characterization), differing approaches to conducting a Quantitative Microbial
Risk Assessment (QMRA) (i.e., incorporate information from Task 2.3), the information needs
for conducting a QMRA (at each level of effort), how to conduct a QMRA (i.e., how to build a
transparent, clear, concise and reasonable risk assessment in support of public policy), deriving
a site-specific water quality criterion, preparing a site-specific water quality standards package,
and other topics as needed to be specified by the EPA WAM (and in consultation with HECD's
partners in SHPD). The main goal for this deliverable is produce guidance for States to use in
developing microbial Water Quality Standards (WQS) that are scientifically defensible,
protective of the recreational designated use, and meet EPA standards for consideration and
potential approval.

This task will require the Contractor to attend meetings with the EPA WAM and other staff at
EPA Headquarters during the period of performance for the purposes of project updates,
planning and communication. The Contractor shall anticipate travel to DC once per quarter for
a total of 4 meetings at EPA HQ.

All appropriate clearances and approvals required by Agency policy in support of any and all
conference related activities and expenses, including support of meetings, conferences, training
events, award ceremonies and receptions, shall be obtained by the EPA PO as needed and
provided to the Contracting Officer. Work under conference related activities and expenses
shall not occur until this approval is obtained and provided by the PO.

Task 2.5: Development of QMIRA Technical Support Guidance (TSG), Volume B:

The deliverable under this task shall provide the end user a sufficiently detailed background on
QMRA and the use of microbial risk assessment in developing site specific water quality
standards. This volume shall provide the technical bases for the material in Volume A (Task 2.4).
While this volume is purposefully technical in nature, it should still be produced in a manner
that would be accessible to the end user. This volume is also scheduled to be published during
2014,



The Contractor shall include the following topics in the scope of technical materials: assessing
human health risks from fecal contamination in surface waters; use and application of
epidemiology in development of water quality standards around the world; use of risk
assessment to help interpret and extend observational studies; factors affecting occurrence,
prevalence, fate and transport of pathogens and fecal indicator bacteria in surface waters;
potential effects of management practices on sources of fecal contamination and implications
to potential human health risks; and, other topics as specified by the EPA WAM.

Task 2.6: Development of QMRA Technical Support Guidance (TSG), Volume C:

The purpose of this task is to document a series of QMRAs conducted on recreational use
waters. Each QMRA would be made available or peer reviewed/published separately. This
volume will discuss each and give more information to explain how each risk assessment fits
into context with the materials in volumes A and B. The context that will need to be developed
will consist of a compare and contrast discussion with EPA recommended ambient water
quality criteria for recreational waters and other risk assessments. The Quantitative Microbial
Risk Assessments (QMRAs) can be discussed as ‘case studies’. This compilation volume will be
peer reviewed with Vol B and should be considered to be on the same schedule for completion.

At present, the EPA WAM envisions this “volume” to comprise a report and will reference the
risk assessments discussed and where to find them (should copyrights allow, those assessments
can be included as appendices). Existing material for inclusion in this volume includes: Ohio
case study; Boqueron case study, Chicago Area Waterways (CAWS) case study, and Southern
California Coastal Water Research Project (SCCWRP) case study. However, the SCCWRP case
study may occur on a parallel track and not be complete in time for a full discussion in Volume
C. The Contractor shall coordinate with the EPA WAM early and often to better scope out other
potential material for this volume.

The Contractor may be required to attend meetings with SCCWRP to discuss planning, scoping,
conduct, or analyses associated with the case study project. As mentioned before, all
appropriate clearances and approvals required by Agency policy in support of any and all
conference related activities and expenses, including support of meetings, conferences, training
events, award ceremonies and receptions, shall be obtained by the EPA PO as needed and
provided to the Contracting Officer. Work under conference related activities and expenses
shall not occur until this approval is obtained and provided by the PO.

Task 2.7: Support for Southern California Coastal Water Research Project (SCCWRP) case study

The LA Regional Water Control Board, SCCWRP and EPA are collaborating on a project to
characterize human health risks via QMRA from recreational water exposure at a
predominantly non-human fecal-impacted beach in southern California. The potential beach
locations are in Southern California. The second main goal of this effort is to use the QMRA
results to inform the development of a site-specific water quality standard for submission and
evaluation by EPA Region 9. The third goal of this effort is to document the experience as a
“case study” for potential application at other candidate sites.



The Health and Ecological Criteria Division’s participation in this project will be to aid in the
planning and scoping of the project, provide QMRA support, and engage the regional water
control board, EPA Region 9, and the local NGOs in the development and evaluation of a site-
specific water quality standard package. The Contractor shall assist the EPA WAM with the
QMRA-related aspects of this project. The Contractor shall participate in discussions with the
EPA WAM along with SCCWRP and the workgroup to help with project planning, scoping,
QMRA analysis, interpretation of the results, and development of communication strategies for
the purpose of deriving site-specific recreational water criteria for a beach predominantly
impacted by non-human fecal contamination. QMRA-related efforts under this task should help
to inform activities under Task 2.6. The Contractor shall discuss the practical experiences
learned from this project to help improve, refine, or change the current approach detailed in
the TSM.

This task is considered complete, but continued engagement with SCCWRP and other
interested parties, such as the CA state and/or regional waterboards, may be requested to aid
in the interpretation of the technical results and policy implications.

Task 2.9: Updating the Microbial Risk Assessment Tools Document

OST previously prepared a microbial risk assessment (MRA) document specifically for water

media. This document has been through internal editing and peer review by the EPA’s Science
Advisory Board. The draft is currently under EPA review. The Contractor shall incorporate any
comments based on this review and prepare the document for final approval and publication.

The revised document should need a final internal QA check by the Contractor prior to
submission to the EPA WAM. The Contractor has developed a briefing package for the
document to be used in communicating with internal EPA management in the document
approval process during the previous contract year. The briefing package may need additional
edits to tailor it for specific audiences.

Task 3: QMRA anchoring

Task 3.1: Marine National Epidemiological and Environmental Assessment of Recreational
Water (NEEAR) studies

A revised report was submitted by the Contractor on 12/15/13. The Contractor may need to
update the report to reflect EPA comments prior to this report being inserted into the TSM Vol
C appendix. Once updated (as discussed below), the Contractor shall also submit as part of the
revised draft a project summary aimed at a non-technical audience. The summary should
provide the important conclusions to be drawn from the analysis along with a discussion of how
these results fit into context with the existing knowledgebase (not necessarily restricted to the
area of QMRA).



Task 3.2: Marion et al. study

This task is still ongoing. Upon receiving comments from the EPA WAM, the Contractor shall
forward the revised report to the Ohio State University collaborators for their review. After that
is complete, an updated report suitable for internal management review shall be submitted to
EPA WAM within two weeks of receiving OSU input. Comments from this review shall be
discussed with the EPA WAM and the report revised accordingly. A final report suitable for peer
review shall be submitted to EPA WAM by the end of March 2014.

This collaboration provides an excellent opportunity for the EPA to engage with external
researchers. The Contractor shall assist in maintaining the good relationship EPA has
established with the OSU staff. Any ideas for improving this collaboration will be quite welcome
to the EPA WAM. Additionally, the contractor may be requested to provide facilitation
assistance with the OSU group in order to maintain sufficient progress towards peer reviewing
the QMRA deliverable.

Task 3.3: Boqueron

The Contractor received comments from EPA WAM on the submitted draft report on 11/06/12.
The Contractor is currently updating this document at the time of the submission of this work
assignment. The updated version will need to be cleared by EPA management prior to
submission for publication. Any comments from this review shall be discussed with the EPA
WAM and the report revised accordingly. A final report suitable for submission to a peer review
journal shall be submitted to the EPA WAM when these revisions are complete.

Task 3.4: QMRA anchoring communication support

The Contractor shall develop communication materials for each of the task 3 QMRA reports
aimed at non-technical, policy-oriented audiences. Materials aimed at the general population
may also be needed and shall be prepared by the contractor when technical direction is
received. The Contractor shall discuss the importance of the findings of the Task 3 efforts, how
they fit into context with other QMRA and other results, and any science or policy implications.
Other topics to be included in these materials will be discussed as needed with the Contractor.

Additionally, the Contractor may be required to attend one meeting at EPA Headquarters to
present results to management and staff. Timing for the meeting has not been finalized at the
time of the submission of this work assignment; however, ODCs for one visit to EPA
Headquarters are included.

Task 4: Relative QMRA refinement
Task 4.1: Evaluating source and receptor locations

This task shall continue support for efforts begun under B-04. The contractor shall meet with
the EPA WAM to develop a list of modeling needs (e.g., FRAMES-related) to support
implementation of QMRA. The contractor shall also coordinate with the EPA WAM to discuss



with other EPA personnel about advancements in dose response modeling (e.g., animal studies
translated to human health estimates).

The contractor shall continue to discuss with the EPA WAM and ORD-Athens personnel the
current capabilities for fate and transport modeling in the context using the QMRA framework
for deriving water quality standards. HECD will need to have these discussions documented for
use with communication with management. This task is considered to require a low level of
effort during the period of performance.

Task 4.2: Relative QMRA refinement: QMRA analysis of mixed fecal sources

The Contractor submitted a report for EPA management review in the last contract year. This
report is still under review at this time.

The Contractor shall update the report incorporating EPA WAM’s comments. Comments from
this review shall be discussed with the EPA WAM and the report revised accordingly. A final
report suitable for peer review shall be submitted to the EPA WAM when these revisions are
complete.

Task 5: Primary and Secondary Contact evaluations

The purpose of this task is to evaluate health risks associated with different water-based
activities performed in the US. This task will be part of the scientific basis for policy measures to
place activities into appropriately protective recreational use categories (e.g. primary contact
recreation, secondary contact recreation), and to determine the level of water quality
necessary to protect individuals engaging in each of these activities.

The Contractor submitted a draft Quantitative Microbial Risk Assessment (QMRA) report during
the base year under this task. For this work assignment, the Contractor may be asked to
provide responses to questions from EPA WAM on the analysis and conclusions contained in
the deliverable. The Contractor may also be requested to update this document prior to its
inclusion in Volume C (Task 2.6).

Task 6: Children’s Health, Sensitive Subpopulations, Alternate Study designs, and Environmental
Justice evaluations

Task 6.2: Alternate epidemiology study designs

EPA is interested in comparing results from epidemiology studies conducted with alternative
study designs. The Agency has conducted past efforts in this area to identify appropriate data
sets and design an analytical approach for that data. The Contractor shall build upon those past
efforts and secure data from an RCT (randomized control trial) epidemiology study sufficient for
a comparative analysis with a PC (prospective cohort) design. The Contractor shall conduct the
following activities:
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Coordinate with the investigators on an RCT study to obtain the raw data from that study and
re-analyze the results using the statistical methods employed by Wade and colleagues for the
EPA epidemiology studies. This analysis will provide an indication of whether or not results
from RCTs and PCs can be compared directly and will help to answer the question of whether
the differences observed in existing epidemiology studies are due to the study design or other
factors.

Use a QMRA framework to translate results from an RCT to one that is comparable to a PC
study. Conduct sensitivity analyses to identify the model parameters that most strongly
influence the results. Compare the results with those from the first analysis. The contractor
shall report findings to EPA WAM in a memorandum, including potential next steps for this
analysis.

Efforts conducted in the base year resulted in the identification of potential datasets for this
analysis. However, there has been reluctance from external researchers to share the data
needed for this comparison. This subtask is included here to maintain the potential for this
analysis in this option year, but the Contractor should consider this subtask as a placeholder
and low priority. Should data become available, the Contractor shall discuss the path forward
with the EPA WAM before any LOE is expended on this task.

Task 7: Chicago Area Waterways (CAWS) QMRA

The goal of this task is to develop a QMRA-based evaluation of human health risks from
exposure to the Chicago Area Waterways. This evaluation should consider the range of
exposures covered by the traditional metrics of primary and secondary contact recreation.

The Contractor submitted a draft QMRA using both literature-reported values for pathogens in
secondary treated, but non-disinfected effluent and the results from pathogen monitoring on
the CAWS.

There is considerable interest within EPA, both at HQ and in Region 5, in this particular QMRA.
While this is not a high priority, the Contractor may be requested to visit Region 5 in order to
discuss other potential analyses. This visit is not definite, but ODCs have been included in case
the need for the meeting materializes.

The Contractor shall revise the draft report as needed prior to its inclusion in Volume C (Task
2.6). The Contractor shall also submit a final version of the report to the EPA WAM within two
weeks of receiving any EPA comments.

The Contractor shall submit technical and non-technical briefing materials along with the
revised assessment. These materials may be a “two-pager” and/or a slide presentation and will
be discussed during the weekly meeting.
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Milestone/Deliverable Table

Task

Task #

Milestones and Due Dates

Task 1: Work plan, monthly progress reports and
quality assurance

Workplan

Information Quality Guidelines

11

1.2

Within 15 calendar days of receipt of work
assignment

Discuss with EAP WAM within 15 calendar
days of receipt of work assignment. 1QG
checklists due with final deliverable (can be
included with QA materials).

Task 2: General Project Support

Project Planning and Management

Project Communications Support

QMRA TSG: QMRA Framework

QMRA TSG: Vol A

QMRA TSG: Vol B

2.1

2.2

2.3

24

2.5

Initial planning meeting to be held within 15
calendar days of receipt of work assignment.
Meeting shall update project Gantt chart,
goals and objectives statement, and gap
analysis due within 2 weeks of initial
meeting. Drafts of this deliverable would be
expected at the close of the initial meeting.
Subsequent meetings to be held roughly
every quarter thereafter.

After the workplan approval, throughout the
period of performance. See meeting dates in
WA text. Other communication materials
will be dependent on the analytical results.
Revisions to the P4 paper due within 2
weeks of receiving comments from OW and
ORD.

Include as part of Volume A..

Draft for mgmt review — 2 weeks after WP
approval; Draft for peer review — 1 week
after receiving EPA comments; Final draft
for mgmt review — 2 weeks after receiving
peer review comments; Final — 1 week after
receiving mgmt comments and approval.

Same schedule as Vol A.
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QMRA TSG: Vol C

Support for SCCWRP study

2.6

2.7

Vol C mainly consists of reports prepared
individually under other tasks - refer to
those tasks for component schedules.
Respond to reviewer comments as needed.
For supplemental text expanding on those
reports: same schedule as Vol A.

Provide QMRA related planning, scoping,
analysis, interpretation, and site-specific
standard derivation support. Attend
workgroup meetings at SCCWRP
approximately once per year. Ongoing low
level of effort throughout the period of
performance.

ask 3: QMRA Anchoring

Marine NEEAR reverse QMRA

Marion anchoring QMRA

Boqueron QMRA

31

3.2

33

Updated report needed to fit into Vol C
schedule. Discuss incorporation of results
into TSM Vol C. Follow Vol C schedule.

Update report based on EPA and OSU
comments and other analyses, with 2 weeks
of receiving OSU input. Updated draft will be
reviewed by HECD management. Mgmt
comments will be addressed and final report
to be submitted for peer review by end of
March, 2014.

Updated draft within 1 month of receiving
EPA comments. Updated draft will be
reviewed by HECD mgmt. Mgmt comments
will be addressed and final report to be
submitted for peer review by end of
January, 2014.
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Non-technical, policy oriented
communication materials, within 1 month of

QMRA Communications Support 34 workplan approval. Materials for general
audiences due date to be determined by
technical direction. Meeting and
presentation at EPA HQ to be determined.

Task 4: Relative QMRA refinement
Ongoing throughout the period of
performance. Periodic teleconference calls

Evaluati p | . 35 (e.g., bimonthly) with HECD, ICF, and ORD-

valiating soUrkes and rEceptar 10cations ’ Athens. Deliverables for this task include
notes of teleconference meetings and
synopses of modeling developments and
capabilities used for internal
communication.
Updated report within 2 weeks of receiving
: . EPA comments. Mgm mmen ill

Refinement of QMRA analyses of mixed fecal sources 4.2 comments . gmt comments wi .be
addressed and final report to be submitted
for peer review.

Task 5: Primary and Secondary Contact

o Moderate LOE effort; as needed throughout

Communications support the period of performance.

Task 6: Sensitive Subpopulations and alternate study

designs

. . . . Low LOE effort; continue efforts to identify

Al | 2 !

ternative epidemiology study design 6 RCT data sets.

Task 7: CAWS QMRA support

Updated report based on EPA comments
. due within 2 weeks of receiving comments
raft QMRA ressing EPA comments an

Lpdate: dralf B addressing camments and 7.1 from EPA HQ and Region 5. Discuss

inclusion of additional questions/information.

incorporation of report into TSM Vol C.
Follow Vol C schedule.
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General Requirements of the Work Assignment and Schedule:

Due Dates: The Contractor shall provide due dates that are mutually acceptable with
the EPA WAM. The Contractor shall notify the EPA WAM in advance, if a due date will
not be met and request a revised date.

Delays: The Contractor shall make every effort to ensure there are no Contractor-
caused delays. If a delay is inevitable, it is the Contractor’s responsibility to notify the
EPA WAM at the first sign of said delay. A revised schedule will then be worked out.

Draft Documents: The Contractor may be required to submit draft documents. Draft

documents shall be prepared in an electronic format compatible with current Microsoft
products. EPA WAM will provide comments on draft submissions prior to submission of

final documents.

Final Documents: The Contractor shall submit final documents both electronically and
in hardcopy to EPA WAM.
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Attachment 1
QAPP REQUIREMENTS FOR PROJECTS USING SECONDARY DATA

A secondary data project involves the gathering and/or use of existing environmental
data for purposes other than those for which they were originally collected. These
secondary data may be obtained from many sources, including literature, industry
surveys, compilations from computerized databases and information systems, and
computerized or mathematical models of environmental processes. For these projects,
a QAPP shall be prepared to include the requirements identified below. If primary data
will also be generated as part of the project, then the information below can be
incorporated into the associated QAPP to address the secondary data. The following
requirements should be addressed as applicable.

SECTION 1.0, PROJECT OBJECTIVES, ORGANIZATION, AND RESPONSIBILITIES

1.1 The purpose of study shall be clearly stated.
1.2 Project objectives shall be clearly stated.

13 The secondary data needed to satisfy the project objectives shall be identified.
Requirements relating to the type of data, the age of data, geographical representation,
temporal representation, and technological representation, as applicable, shall be
specified.

14 The planned approach for evaluating project objectives, including formulas,
units, definitions of terms, and statistical analysis, if applicable, shall be included.

1.5 Responsibilities of all project participants shall be identified, meaning that -key
personnel and their organizations shall be identified, along with the designation of
responsibilities for planning, coordination, data gathering, data analysis, report
preparation, and quality assurance, as applicable.

SECTION 2.0, SOURCES OF SECONDARY DATA

2.1 The source(s) of the secondary data must be specified.

2.2 The rationale for selecting the source(s) identified shall be discussed.

2.3 The sources of the secondary data will be identified in any project deliverable.
SECTION 3.0, QUALITY OF SECONDARY DATA

3.1 Quality requirements of the secondary data must be specified. These

requirements must be appropriate for their intended use. Accuracy, precision,
representativeness, completeness, and comparability need to be addressed, if
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applicable. (If appropriate, a related QAPP containing this information can be
referenced.)

3.2 The procedures for determining the quality of the secondary data shall be
described.

33 If no quality requirements exist, this shall be stated in the QAPP. If no quality
requirements exist or if the quality of the secondary data will not be evaluated by EPA,
the QAPP shall require that a disclaimer be added to any project deliverable to indicate
that the quality of the secondary data has not been evaluated by EPA for this specific
application. The wording for the disclaimer shall be defined.

SECTION 4.0, DATA REPORTING, DATA REDUCTION, AND DATA VALIDATION

4.1 Data reduction procedures specific to the project shall be described, including
calculations and equations.

4.2 The data validation procedures used to ensure the reporting of accurate project
data shall be described.

4.3 The expected product document that will be prepared shall be specified (e.g.,
journal article, final report, etc.).
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Attachment 2
QAPP Requirements for Research Model Development and Application Projects

GENERAL REQUIREMENTS: Include cover page, distribution list, approvals, and page
numbers.

0. COVER PAGE (MODEL BEVELOPMENT AND MODEL APPLICATION)

Include the Division/Branch, project title, revision number, EPA technical lead, QA
category, organization responsible for QAPP preparation, and date.

1. PROJECT DESCRIPTION AND OBJECTIVES (MODEL DEVELOPMENT AND
MODEL APPLICATION)

In this dociament, “project” can mean (a) development or substantial modification of a
maodel for application to address a general problem; (b) application of an existing model
(including minor modification to the existing model) to address a specific problem, or (c)
a development or substantial modification and application of a model to address a specific
problem.

1.1 State the purpose of the project and list the project objective(s). Indicate whether a
new model will be developed or an existing model will be used.

1.2 Describe the problem, the data to be generated by the model, how the data will be
used to address the problem, and the intended users of the data. Describe the
environmental system/setting to be modeled, where the mode! will be applied. and
the circumnstances and scenarios to be considered for the modeled system.

pA ORGANIZATION AND RESPONSIBILITIES (MODEL DEVELOPMENT AND

MODEL APPLICATION)

2.1 Identify all project personnel, including QA, and related responsibilities for each
participating organization, as well as their relationship to other project
participants.

2.2 Include a project schedule that includes key milestones.
3. MODEL SELECTION (MODEL APPLICATION ONLY)

3.1 Discuss model selection with respect to how it will be used and how it is
consistent with the project objectives. Include fundamental details such as
whether the model will be used to predict the world beyond the model or in
scenario analysis of the model itself. Describe the limits to where the model is
applicable.

32 Provide a description of the model attributes/capabilities required for the project.
This description should include hardware requirements and restrictions. Provide
an overview of the candidate model attributes, including:
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* model origin and its original purpose, if applicable
* model structure (e.g., stochastic vs. deterministic, structural framework)
* parameters and variables
s the algorithms and equations that have been developed to support the
model theory, along with the sources of the algorithms
= spatial extent (individual, group, population)
* spatial resolution {location independent/dependent, dimensionality)
+ temporal extent {length of modeling period)
» temporal resolution (time step)
33 Identify the modei to be used or, if the model has not yet heen selected, describe
the process to be used for the selection of an existing model.
3.4 Identify specific requirements for application of the selected model for this
specific purpose (e.g.. current and appropriate data, parameter values,
assumptions).

MODEL DESIGN (MODEL DEVELOPMENT ONLY)

4.1 Describe the conceptual model(s) for the system, including model parameters.

4.2 Identify algorithms and equations that have been developed to support the modet
theory, or if such equations are not already available, describe the process used to
develop these equations.

43 Specify required sources for model databases and any requirements for these data
{(e.g., quality, quantity, spatial, and temporal applicability). If data sources are not
currently known, describe the criteria used to identify sources. Describe how any
data gaps will be filled.

MODEL CODING (MODEL DEVELOPMENT ONLY)

5.1 Discuss the requirements for model code development, where applicable.
52 Identify computer hardware and software requirements.
53 Discuss requirements for code verification.

MODEL CALIBRATION (MODEL DEVELOPMENT AND MODEL
APPLICATION)

Calibration is the process of adjusting model parameters within physically defensible
ranges wuntil the resulting predictions give the best possible or desired degree of fit to the
observed data. Calibration should be applied each time the model is modified.

6.1 Discuss how the model will be calibrated.

6.2  Identify the type and source of data (e.g., new data, existing data, professional
judgment, expert opinion elicitation) that will be used to calibrate the model,
including any requirements for the data {quality, quantity, and spatial and
temporal applicability). If data sources are not currently known, describe the
criteria used to identify sources.

6.3 Specify acceptance criteria which need to be met for the difference between
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predicted and observed data during model calibration, where applicable. The
statistical methods (e.g., goodness-of-fit, regression analyses) or expert judgrent
to be used should also be discussed.

MODEL VERIFICATION (MODEL DEVELOPMENT AND MODEL
APPLICATION)

Verification consists of comparing the predictions of a calibrated model with available
datg that were not used in the model development and calibration.

7.1 Discuss the appreach to be used for model verification. Describe how the
verification is appropriate based on the model’s purpose. Identify the type and
source of data (e.g., new data, existing data, synthetic test data sets, professional
judgment, expert opinion elicitation) that will be used to verify the model. If data
sources are not currently known, describe the criteria used to identify sources.

7.2 Discuss the characterization of model uncertainty {model framework, model
input, and model applicability) and sensitivity (model application only).

73 Describe any requirements (quality, quantity, and spatial and temporal
applicability} for the data that will be used to verify the model.

7.4 Describe the approach used to determine if the independent data verify the model
predictions. Specify the criteriz which need to be met for the difference between
predicted and observed data for the model to be considered to be verified.
Discuss any statistical methads to be used (e.g., goodness-of-fit, regression
analyses).

MODEL EVALUATION (MODEL DEVELOPMENT AND MODEL
APPLICATION)

8.1 List and describe the qualitative or quantitative assessment process to be used to
generate information to determine whether a model and its analytical results are of
a quality sufficient for the intended use.

8.2 List and describe any independent/external evaluation and review of the model
and mode! design, such as scientific peer review.

MODEL DOCUMENTATION (MODEL DEVELOPMENT AND MODEL
APPLICATION)

Specify the requirements for model documentation. Good docwmentation includes:

¢ final mode! description, final model specifications (model development
only), hardware and software requirements, including programming
language, modeli portability, memory requirements, required
hardware/software for application, data standards for information storage
and retricval

+ the equations on which the model is based (mode!l development only)

s the underlying assumptions

» flow charts (model deveiopment only)
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10,

11.

e description of routines (mode! development only)

* data base description

¢ source code (model development only)

* error messages {model development only)

s parameter values and sources

* restrictions on model application, including assumptions, parameter values
and sources, boundary and initial conditions, validation/calibration of the
model. output and interpretation of model runs (model development only)

» the boundary conditions used in the model

¢ limiting conditions on model applications, detail where the model is or is

not suited

changes and verification of changes made in code

actual input data (type and format) used

overview of the immediate (non-manipulated or -post processed) results of

the model runs (model application only)

output of mode! runs and interpretation

user's guide (electronic or paper)

instructions for preparing data files (model development only)

example problems complate with input and outpat

programmer’s insiructions

= computer operator's instructions

s a report of the model calibration, validation, and evaluation (model
development only)

* documentation of significant changes to the model

» procedures for maintenance and user support, if applicable

. * * ¢ @

REPORTING (MODEL DEVELOPMENT AND MODEL APPLICATION)

10.1  List and describe the deliverabies expected from each project participant.

10.2  Specify the expected final product(s) that will be prepared for the project {e.g.,
Jjournal article, final report).

REFERENCES

Provide the references either in the body of the text as footnotes or in a separate section.
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Peer Review Checklist

Peer Review Handbook Page 5

Manager’s Planning Checklist for Peer Review

1) Title of Work Product: OGMRA  for e:-;,‘yl‘;ﬂa.”'l‘f\q /(,man ){.c&H'{ P fes
Sowtes ot faea !l coainaton
2) G!Imt Dcms:om’Rulc;’chu[atlom’Ac;mn Does ]n;Z‘Work Product Support: ] QC

lopment and implemen Bw’lgé. Kecres e d Ao

3) Designation of Scientific and Techmcal Work Products

@ Is the work product scieriilic or technical~Yes  no?

@ ls the work product+” influential scientific information (IS1), _ highly influential scicntific
assessment (FIISA), or _ other? (Sce Section 2.2.3 and 2.2.4 of the Peer Review Handbook

for an explanation of these terms).

4y Determining What Peer Review is Needed

If IS] or HISA, peer review is needed.

I not influential, is peer review still necded?

What peer review mechanism is needed {internal and/or external}?

When does the review need to be done?

How much time will be nceded to conducticomplete (he review?

Are there court ordered deadlines or other constrainis?

Has senior management (AA/RA/others) been informed of progress/problems?
What would constitute success for this review?

Gy GG G) G2 GY 012

5) Determining the Resourees for Peer Review

G What is the priority of this project relative 1o other projects in the same office?

G What resources are needed to conduct the review?

G What are the impacts of the review on personnel?

3 Who will lead the peer review?

G Who will conduct the peer review?

G Who will maintain the peer review record?

G Where witl the peer review record be kept?

G What mechanism will be used for the peer review?

G Has the charge been developed?

G Has internal and external coordination been Initiated/completed?

G Have arrangements for interim/final sign-offs (c.g., for the charge, the panel, on any changes
to the final work product) been made?

G How will resulls of the review be presented and addressed in the final work product (e.g., ina
preamble, in an accompanying appendix — as well as changes in the work product itself)?

G Has the work product been entered into the Science Inventory?

6) Comments:
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Performance Work Statement
ICF Contract # EP-C-11-D05
Work Assighment #3-04 Amendment 1

Title: QMRA Activities to Support Criteria Development and Implementation

Work Assignment Contracting: John Ravenscroft {Mail Code 4304T)
Officer Representative (WACOR}  Office of Water, Office of Science and Technology
Health and Ecological Criteria Division
1200 Pennsylvania Ave, N.W.
Washington, DC 20460
Phone {202) 566-1101
E-mail: ravenscroft.jchn@epa.gov

Alternate WACOR: Sharon Nappier {Mail Code 4304T)
Office of Water, Office of Science and Technology
Health and Ecological Criteria Division
1200 Pennsylvania Ave, N.W,
Washington, DC 20460
Telephone #: 202-566-0740
E-mail: nappier.sharon@epa.gov

Contractor PWS: 3.1, 3.3, and 3.6
Period of Performance: WA Amendment Issuance through December 31, 2014
**Note: No CBI data will be needed in the course of this work assignment.

Purpose of Amendment: The purpose of this amendment is to provide additional LOE and
funding for the existing Task 2, 3, 4, and 7. Multiple deliverables under these tasks have
necessitated additional rounds of review and editing that were not anticipated when the
original work assignment was prepared. The additional LOE and funding supplied by this
amendment will help to prepare useful deliverables of sufficient quality for EPA and maintain
project timelines.

Unless specifically mentioned, the language contained in the original work assignment still
applies (e.g., Information Quality Guidelines, QA section, etc.). All deliverables and deliverable
dates remain unchanged. The contractor shall submit a cost estimate for this amendment.



Task 2: General Project Support and Development of Technical Support Guidance
Task 2.2: Project communication support:

Additional funds are provided so the contractor can continue to provide HECD with support for
preparing project updates and other materials for internal and external audiences. The
contractor shall continue to provide support the WACOR with internal and external outreach to
EPA management, both at Headquarters and Regional offices, States, and other Stakeholder
groups. The contractor shall continue to meet with the WACOR regularly to provide project
updates and conduct project management.

Tasks 2.3, 2.4, 2.5 and 2.6: Development of QMRA Technical Support Guidance:

The QMRA technical support guidance is currently undergoing internal management review
prior to external peer review. Additional funds are provided so the contractor shall address
management comments and prepare the documents for external peer review, including
compteting the QA checklist. The contractor, will provide support to EPA, to review in
conjunction with the WACOR and OST staff and respond to peer review comments, provide a
written justification to document and how each comment was addressed. The contractor shall
prepare the final document for management review, support the WACOR in responding to
comments and prepare the document, and any supporting materials, for publication. EPA
expects to publish the documents before December 2014.

Task 2.7: Support for Southern Cualifornia Coastal Water Research Project (SCCWRP) case study

Additional funds are provided to continue contractor support for the collaboration between
SCCWRP and EPA on efforts to characterize human health risks via QMRA from recreational
water exposures at beaches impacted by non-human sources of fecal contamination. SCCWRP
is continuing to study human health risks from recreation at Southern California beaches. The
contractor shall provide EPA support on QMRA evaluations of the results of SCCWRP health
studies.

Task 2.9: Updating the Microbial Risk Assessment Tools Document

The contracter submitted a final version of the “Tools” document to the WACOR. Additional
funds are provided for the contactor to provide support in the final stages prior to the
publication of the document. For example, there may be additional management comments to
address prior to publication, there may be a need to prepare communication materials to
accompany the final deliverable, etc. While publication of this document is a near-term priority,
the contractor support on this task is not considered to be significant.



Task 3: QMRA anchoring
Task 3.2: Morion et al. study

The contractor shall provide technical support to the WACOR to prepare a manuscript suitable
for publication in a peer-reviewed journal based on the QMRA analysis of the East Fork Lake
epidemiological study conducted by Chio State University. The contractor has previously
submitted a draft report under the previous option year. This effort is a near-term priority and
a draft manuscript of sufficient quality for internal management review shall be prepare by
August 31%, 2014. The contractor shall alsc provide coordination support for EPA with the
principal investigator at Ohio State University.

Task 3.3: Boguerdén

The contractor submitted a draft report of the Boguerén QMRA on July 2, 2014. Additional
funds are provided so the contractor can assist EPA in preparing a manuscript suitable for
publication in a peer reviewed journal based on the content of the draft report. The contractor
shall prepare a draft manuscript by August 31, 2014 for internal management review,
incorporate management comments, and prepare a final version for submission to a journal.

Task 4: Relative QMRA refinement
Tasks 4.1 and 4.2: Evaluating source and receptor locations and fecal mixtures QVIRA

Additional funds are provided to maintain the ongoing collaborative effort between HECD and
ORD-Athens in the area of incorporating fate and transport modeling within the QMRA
framework for the purposes of estimating human health risks from recreational exposures. The
contractor shall assist the WACOR with evaluating how to include this capability in the context
of deriving water quality standards.

Task 4.1 is considered to require a low, but ongoing level of effort during the period of
performance.

Additional funds are provided to support the finalization of the fecal mixtures QMRA
manuscript that was submitted for publication earlier this year. That document is currently
undergoing peer review. The contractor shall assist the WACOR in addressing peer review
comments and preparing a final version of the manuscript suitable for publication.

Task 7: Chicago Area Waterways (CAWS) QMRA

Additional funds are provided so the contractor can support the WACOR by preparing technical
and non-technical briefing materials on the revised CAWS QMRA. Additionally, there may be a
need to conduct follow up QMRA analysis incorporating additional information on pathogen
levels, updated dose-response information, etc. The contractor shall prepare draft and final
versions of reports that discuss any additional analyses.
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Performance Work Stfatement
ICF Contract EP-C-11-005
Work Assignment #3-07

Title: Children’s risks from fecal contamination in recreational water

Work Assienment Manager: John Ravenscroft (Mail Code 43047T)

Health and Ecological Criteria Division

Office of Water, Office of Science and Technology
1230 Pennsylvania Ave, N.W.

Washington, DC 20460

Phone (202) 566-1101

E-mail: ravenscroft.john@epa.gov

Alternate WAM:

Shamima Akhter (Mail Code 4304T)

Iealth and Ecological Criteria Division

Office of Science and Technology, Office of Water
1200 Pennsylvania Avenue, NW

Washington DC, 20460

Phone: 202-566-1341

E-mail: akhter.shamimagzcpa.gov

Period of Performance: January 1, 2014 through December 31, 2014

**Npte: No CBI data will be needed in the course of this work assignment.

Contractor SOW: 3.1,3.3,3.6

Goal: The overall goal of this Performance Work Statement (PWS) s to examine
multiple lines of evidence (Center for Disease Control (CDC) Recreational Water Iliness
outbreak data, risk assessment analyses and cpidemiological data) to evaluate the
potential that children have disproportionate risks of waterborne illness from recreational
water contact.

Objectives:

1.

Produce a comprehensive report for internal EPA evaluation detailing the known
heaith information for children’s waterborne illnesses from recreational water
exposure. The report shall demonstrate an evaluation of the scientific literature,
risk analysis {c.g., QMRA) and observational results (e.g., National
Epidemiological and Environmental Assessment of Recreational Water (NEEAR)
study reports).

Produce a draft and final report for external scientific peer review based on the
information covered in objcctive 1.

Produce communications materials to accompany reports including: a 1 to 2 page



nontechnical synopsis, a technical summary document written in non-academic
style for a non-scientific audience, a ‘questions and answers’ (Q&As) document
covering areas of potential inquiry from nontechnical and technical audiences
(both internal and cxternal), and others as determined by the EPA WAM via
technical direction.

Background: A growing body of scientific knowledge has demonstrated that children
may suffer disproportionately from environmental health risks and safety risks. These
risks occur because 1) children's neurological, immunological, digestive, and other bodily
systems arc still developing; 2) children cat more food, drink more fluids, and breathe
more air in proportion to their body weight than adults; 4) children's sizc and weight may
diminish their protection from standard safety features; and 5) children's behavior
patterns may make them more susceptible to accidents because they are less able to
protect themselves.

The importance of identitying and assessing risks to children was made in Exccutive
Order 13045: Protection of Children from Environmental Health Risks and Safety Risk’,
which states:

“to the extent permitted by law and appropriate, and consistent with the agency's
mission, each Federal agency:

(1) shall make it a high priority to idcntify and assess environmental health risks
and safety risks that may disproportionately affect children; and (b) shall ensure
that its policies, programs, activities, and standards address disproportionate risks
to children that result from environmental health risks or safety risks.

1-102. Each independent regulatory agency is cncouraged to participate in the
implementation of this order and comply with its provisions.”

The U.S. Environmental Protection Agency (EPAY's Policy on Evaluating Risks to
Children® :

“considers the risks to infants and children consistently and explicitly as a part of
risk assessments generated during its decision making process, including the
sctting of standards to protect public health and the environment. To the degree
permitted by available data in cach case, the Agency will develop a separate
assessment of risks to infants and children or state clearly why this is not done -
for example, a demonstration that infants and children are not expected to be
exposed to the siressor under examination.”

The US EPA’s Office of Children’s Health Protection’ conduets research and supports

" Executive Order 13045: Proteetion of Children from Environmental Health Risks and Salety Risks.
http:#vosemite. epa.goviochpiochpweb.nsficonlent/whatwe_exccutiv.him
2 Policy on Evaluating Ilealth Risks to Children. http://www epa.goviosa/spe/pdfs/memohlth.pdl



risk assessments 10 asscss children’s risks and susceptibility to environmental
contaminants (chemicals, toxins, air pollutants). Tlowever, it not clear whether children
suffer disproportionate cxposures and health outcomes as a result of exposure to
pathogens such as found in recreational surface waters. Few epidemiological data and
quantitative risk asscssments have explored children’s risks from microbial contaminants
found in water, limiting the ability to determine if children experience different responses
to waterborne fecal indicators and pathogens, or develop illness rates as a result of
recreational water contact in the United States. Risks in children have specifically not
been explored separatcly, but they are included as part of the general populations in most
epidemiological studics.

Under the auspices of the Clean Watcr Act, the Agency regulates recreational water, and
sets numeric indicator bacteria criteria (£scherichia coli, Enterococci) in surface
{ambicnt) waters used for the purpose of recreational water contact. EPA issued new
CWA 304(a) recreational ambicent water quality criteria in December 2012, The science
underpinned the new criteria describes human health effects and water quality studies
conducted in waters impacted primarily by human sources of fecal contamination. EPA
would like to better understand the risks posed to children associated with recreational
exposurcs, This PWS covers cfforts to develop and disseminate the current understanding
in this area.

Task Knowledge and Skills Required: The Contractor shall have expertise in preparing
the matcrials associated with this work assignment and be knowledgeable with the
various fields of discipline discusscd. The Contractor shall also be proficient in R
programming and other rclevant statistical tools. The Contractor shall have practical
experience in environmental microbiology, epidemiology, and statistical methods and
analysis and have advanced credentials in statistics or environmental engineering. The
Conlractor shall be familiar with the different programs under the CWA, usc of water
quality monitoring, detcrmination of human exposure lo environmental contaminant
sources, and gastrointestinal (or other) disease endpoints, applications of epidemiological
data, and other factors associated with needs in recreational water quality and CWA
304(a) criteria development.

The Contractor shall also be able to communicate the study outcomes and recreational
outbreak data to a non-technical audience.

Quality Assurance: The tasks in this PWS require the use of secondary data/analyses
and fall under the scope of the approved contract-level QAPP. Consistent with the
Agency’s quality assurance (QA) requirements, the contractor must assure the quality and
analyscs of the secondary data and other data collected to be used under this PWS.

The Contractor shall discuss with the EPA WAM if any of the specific work assignment
tasks arc not readily covered under the approved QAPP. Any additional quality
assurance requircments must be addressed in the work plan and monthly progress reports

* T'he Office of Children’s Health Protection.
hitp://yosemite.epa.goviochp/ochpweb.nsficontent/whatwe_executiv.htm



and, if needed, be covered by a WA-specific QAPP supplement, which must be approved
by the EPA before activities covercd by the additional QA language begin under this
PWS.

Performance Work Statement (PWS): The scope in this PWS will fall under the
following task arcas:

Task 1: Work Plan and monthly progress reports (MPR}

Task Avea {.{. Work Plan

The contractor shall develop a work plan to address all tasks in this work
assignment. The work plan shall include a schedule, statfing plan, level of effort
(LOE), and cost estimate for each task, the contractor’s key assumptions on which
staffing plan and budget are based, and qualifications of proposed staff. Tfa
subcontractor(s) is proposed and subcontractors are outside the metropolitan DC
area, the contractor shall include information on plans to manage work and
contract costs. All P levels, hours and total dollars for each task will be provided
and costs greater than $100.00 shall be itemized in detail. The contractor shall
provide their job number with all invoices to facilitate their expediency.

Task Avea 1.2. Monthly Progress Reports

This task also includes monthly progress and financial reports. The monthly
progress report shall indicate, in a separate QA section, whether significant QA
issues have been identificd and how they arc being resolved. Monthly financial
reports must include a table with the invoiced LOE and costs delineated by the
tasks in this WA. The Contractor shall provide the TPA WAM with weekly
updates detailing progress. That updates shall be provided every Friday via email,

Travel: No contractor travel outside of the Washington, D.C. metro arca 18
anticipated for this task.

Task Area 1.3. Information Quality Guidelines

The Contractor shall ensure the products developed under this PWS comply with
the EPA Information Quality Guidelines and shall complete the Checklist for
Influential Information as needed for each deliverable from this work assignment
as they may be used in Agency decision-making and/or will be publicly available
documents. The EPA WAM will provide the checklist to the Contractor. The
Contractor shall provide a memorandum describing how the planncd product(s)
developed meet EPA’s Information Quality Guidelines checklist. As part of that
memo, the Contractor shall document the quality assurance procedures it used in
developing the deliverables under this Work Assignment. The Contractor shall
provide the memo at the time it delivers the Final Report under Task 2.1. As
requested by the EPA WAM, the Contractor shall have a teleconference with the
EPA WAM to discuss the Guidelines and the Contractor’s role in completing the
checklist.



Task Area 2: Project Reports

Task Area 2.1, Preparation of EPA report detailing results

The Contractor prepared and submitted a drafi report for EPA technical review
under this Task in the previous contract year detailing the information collected
an analyzed for the evaluation of human health risks to children from recreational
exposure to fecal contamination. The report was under review at the close of the
previous conlract ycar,

The Contractor shall revisc the report based on the comments submitted by the
EPA WAM and discuss options for addressing the comments with the LPA WAM
once the Contractor has had a chance to review them. The Contractor shall also
prepare cffective communication materials to accompany the draft report for usc
in internal and eventually external communication efforts (see Task 3).

The report may undergo multiple edits and the Contractor shall respond to EPA
WAM comments. This document will need to be formatted as requested by the
EPA WAM. The Contractor shall incorporate comments on any dralt deliverables
from the EPA WAM. Also, the Contractor shall update information in the report
as nceded to capture any developments related to ongoing studies. The report
shall be compliant with Section 508 of the Rehabilitation Act when finalized and
submitted (see hitp://'www.cpa.goviaccessibility/index.htm).

Task Area 2.2. Preparation of Report of External Scientific Peer Review

The Contractor shall prepare and submit a version of the final repoert based on the
deliverablc under Task 2.1 that would be suilable for external scientific peer
review. This task is subscquent to task 2.1, The Contractor shall submit a draft to
the EPA WAM for Agency clearance. When all Agency comments have been
addressed, that version may be submitted for peer review. The venue for the peer
review is currently undetermined. The Contractor shall address peer reviewer
comments in conjunction with the EPA WAM. This document will need to be
formatted for publication as directed by the EPA WAM.,

Travel: No contractor travel outside of the Washington, D.C. metro area 1s
anticipated for this task.

Task Area 3: Communication materials

As specificd in the above methodology section, the Contractor shall prepare, in
conjunction with the EPA WAM, malerials to assist in communicating the
complex technical aspects of the project results to both non-technical and
technical (but not academic) audiences (both internal and external to the Agency).
These materials will most likely consist of synopses, executive summaries,

Q& As, presentation slides, ete. and cach may be aimed at a particular audience or
to tailored for the communication nced. The Contractor shall coordinate with the
EPA WAM on the scope and nature of these materials for specific audiences.



Task Arca 4: General Project Support

The Contractor shall, based on technical direction given by the EPA WAM,
provide support in preparing interim project update sand/or other matenals for
internal and external audicnces. These may include, but are not limited to, short
bricfing documents and PowerPoint presentations, The contractor may also be
directed to participate in and/or conduct briefings and/or present at meetings. 1t is
estimated that this task should not require more than 5 -- 10 % of the total LOE
allotted to this work assignment.

One of the outcomes of the project planning meeting detailed in Task 2.1 may be
the identification of data or analysis gaps, particularly in regards to the QMRA
analysis. For example, the finalized analysis of the NECAR marine data was not
completed at the time of the conduct of the QMRA under B-04, task 6. Although
the final analysis of that data did not show a significant difference in illness
response between children 12 and under and the general population, using this
combined dataset may be helpful for the discussion ol the QMRA portion of the
deliverables under tasks 2.1 and 2.2. Should such analyses be identificd as
important based on the outcome of the project planning mecting, the EPA WAM
will provide technical direction to ICF.

The Contractor shall plan on attending one presentation at EPA HQ at the draft
report stage to discuss findings. All appropriate clearances and approvals required
by Agency policy in support of any and all meetings shall be obtained by the EPA
PO as neceded and provided to the Contracting Officer. Work under meeting-
related activities and expenses shall not occur until this approval is obtained and
provided by the PO.



Task No. Milestones/Deliverable® N | Schedule _
} 1.1 Workplan Within 15 business days
3 | of receipt of WA
1 1.3 Information Quality Guidelines Submitted with final
L deliverables |
2 *2.1 Draft report for EPA review ~_Draft submitted
2 2.1 Respond to EPA reviewer comments - Within 2 weeks of
B - recetving EPA comments
2 2.1 Submit final report to EPA ~ Within 2 weeks of
. addressing comments
2 2.28ubmit draft report for EPA review | TBD based on outcome of
_ | | ' Task 2.1
2 2.2 Respond to EPA reviewer comments Within 2 wecks of
| ) ) _ receiving EPA comments
2 2.2 Submit final report to EPA for peer i Within 2 weeks of
L review cledrance | addressing comments
3 Prepare risk communication presentation | TBD by technical
malerials for technical and non-technical direction
| audiences ' _
4 | General project support TBD by technical '
| direction J

* Report was on schedule to be submitted 1o EPA by the end of previous contract year when this work
assignment was being preparcd. The milestone was included here to provide a starting peint for Task 2
activilics.

General Requirements of the Work Assignment and Schedule:

Due Dates: The Contractor shall provide duc dates that are mutually acceptable with the
EPA WAM. The Contractor shall notify the EPA WAM in advance, if a duc date will
not be met and request a revised date.

Delays: The Contractor shall make every effort to ensure there are no Contractor-caused
delays. If a delay is inevitable, it is the Contractor™s responsibility to notify the EPA
WAM at the first sign of said delay. A revised schedule will then be worked out.

Draft Documents: The Contractor may be required to submit draft documents. Draft
documents shall be prepared in an electronic format compatible with current Microsoft
products. EPA WAM will provide comments on draft submissions prior to submission of
tinal documents.

Final Documents: The Contractor shall submit final documents both ¢lectronically and in
hardcopy to EPA WAM,




Attachment 1
QAPP REQUIREMENTS FOR PROJECTS USING SECONDARY DATA

A secondary data project involves the gathering and/or usc of existing environmental data
for purposcs other than thosc for which they were originally collected. These secondary
data may be obtained from many sources, including literature, industry surveys,
compilations from computerized databases and information systems, and computerized or
mathematical models of environmental processes. Fot these projects, a QAPP shall be
prepared to include the requirements 1dentified below. If primary data will also be
generated as part of the project, then the information below can be incorporated into the
associated QAPP to address the secondary data. The following requirements should be
addressed as applicable.

SECTION 1.0 PROJECT OBJECTIVES, ORGANIZATION, AND
RESPONSIBILITIES

1.1 The purposc of study shall be clearly stated.
1.2 Project objectives shall be clearly stated.

1.3 The secondary data needed to satisfy the project objectives shall be identified.
Requirements relating to the type of data, the age of data, gcographical
representation, temporal representation, and technological representation, as
applicable, shall be specified.

1.4 The planncd approach for evaluating project objectives, including formulas, units,
definitions of terms, and statistical analysis, if applicable, shall be included.

1.8 Responsibilities of all project participants shall be identified, meaning that key
personnel and their organizations shall be identified, along with the designation of
responsibilities for planning, coordination, data gathering, data analysis, report
preparation, and quality assurance, as applicable.

SECTION 2.0 SOURCES OF SECONDARY DATA

2.1 The source(s) of the secondary data must be specified.
2.2 The rationale for selecting the source(s) identified shall be discussed.
23 The sources of the secondary data will be identified in any project deliverable.

SECTION 3.0 QUALITY OF SECONDARY DATA

3.1 Quality requirements of the secondary data must be specified. These
requircments must be appropriate for their intended use. Accuracy, precision,
representativeness, completeness, and comparability need to be addressed, if
applicable. (If appropriate, a rclated QAP containing this information can be
rcferenced.)



3.2 The procedures for determining the quality of the sccondary data shall be
described.

33 If no quality requirements exist, this shall be stated in the QAPP. Tf no quality
requirements cxist or if the quality of the secondary data will not be evaluated by
LPA, the QAPP shall require that a disclaimer be added to any project deliverable
to indicate that the quality of the sccondary data has not been evaluated by EPA
for this specific application. The wording for the disclaimer shall be defined.

SECTION 4.0 DATA REPORTING, DATA REDUCTION, AND DATA
VALIDATION

4.1 Data reduction procedures specific to the project shall be described, including
calculations and equations.

4.2 The data validation procedures used to ensure the reporting of accurate project
data shall be described.

4.3 The expccted product document that will be prepared shall be specified (e.g.,
journal article, final report, efc.).

MEETINGS, CONFERENCES, TRAINING EVENTS, AWARD CEREMONIES
AND RECEPTIONS:

All appropriate clearances and approvals required by Agency policy in support of any
and all conference related activitics and expenses, including support of meetings,
conferences, training events, award ceremonies and receptions, shall be obtained by the
EPA PO as needed and provided to the Contracting Officer. Work under conference
related activities and expenses shall not occur until this approval is obtained and provided
by the EI’A PO.
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PERFORMANCE WORK STATEMENT
iCF CONTRACT EP-C-11-005
WORK ASSIGNMENT #3-08

Title: Activities to support the development of Ambient Water Quality Criteria for
Pathogens

Work Assignment Manager: Sharon Nappier {Mail Code 4304T)
Health and Ecological Criteria Division
Office of Water, Office of Science and Technology
1200 Pennsylvania Avenue, N.W.
Washington, DC 20460
Phone {202) 566-0740
E-mail: nappier.sharon@epa.gov

Alternate WAM: lohn Ravenscroft (Mail Code 4304T)
Health and Ecological Criteria Division
Office of Water, Office of Science and Technology
1200 Pennsylvania Ave, N.W.
Washington, DC 20460
Phone (202) 566-1101
E-mail: ravenscroft.ichn@epa.gov

Period of Performance: January 1, 2014 thru December 31, 2014
Contractor SOW: 3.1,3.3,34,3.6
**Note: No CBI data will be needed in the course of this work assignment.

Background:

Human health ambient water quality criteria (AWQC) are numeric values limiting the
amount of chemical or microbial agents present in our nation's waters. Human health
criteria are developed under Section 304(a) of the Clean Water Act of 1872 and are
designed to protect human health. Water quality criteria are developed by assessing the
relationship between pollutants and their effect on human health and the envircnment.
These criteria are used by states and Indian tribes to establish water quality standards
and ultimately provide a basis for controlling discharges or releases of pollutants.

EPA has published AWQC for bacteria. Historically EPA has based the bacteria criteria
on fecal indicator bacteria (FIB). These organisms do not generally cause human illness
themselves (that is, they are not human pathogens}); rather, they are indicators of fecal
contamination and therefore indicators of the potential presence of human pathogenic
crganisms.



The EPA is now interested in creating AQW(C for viruses. EPA believes that these virus
criteria must be scientifically sound, implementable for broad CWA purposes, and
provide for improved public health protection.

Quality Assurance:

The tasks in this work assignment (WA) require the use of secondary data/analyses and
fall under the scope of the approved contract-level QAPP. Consistent with the Agency's
quality assurance (QA) requirements, the contractor must assure the quality and
analyses of the secondary data and other data collected to be used under this work
assignment.

The contractor shall discuss with the EPA WAM if any of the specific work assignment
tasks are not readily covered under the approved contract-level QAPP. Any additional
quality assurance requirements must be addressed in the work plan and monthly
progress reports and, if needed, be covered by a WA-specific QAPP supplement, which
must be approved by the EPA WAM before activities covered by the additional QA
language begin under this work assignment.

Performance Work Statement {(PWS): The contractor shall perform the following tasks:

Task 1: Work plan and monthly progress reports

The contractor shall develop a detail work plan and cost estimate for each task outlined
in this work assignment. The plan should contain, but not limited to, work-flowchart,
elaborate schedule {task-wise), staffing plan and gqualifications of proposed staff, budget
for each task and level of effort (LOE). Prior to the submission of the work plan, the
contractor shall consuit with the EPA WAM via conference call to mitigate any potential
issues that need clarifications. The contractor shall include infoermation on plans to
manage work and control contract costs. All P levels, hours and total dollars for each
task will be provided and costs greater than $100.00 shall be itemized in detail. The
contractor shall provide their job number with all invoices to facilitate their expediency.

Task 1.2 Monthly Progress Reports

This task also includes monthly progress and financial reports. The monthly progress
report shall indicate, in a separate QA section, whether significant QA issues have been
identified and how they are being resolved. Monthly financial reports must include a
table with the invoice LOE and costs’ broken out by the tasks in this WA,

Task 1.3 Information Quality Guidelines

The contractor shall ensure the products developed under this work assignment comply
with the EPA Information Quality Guidelines and shall complete the Checklist for
Influential Information as needed for each deliverable from this work assignment as
they may be used in Agency decision-making and/or will be publicly available
documents. The EPA WAM will provide the checklist to the contractor. The contractor
shall provide a memorandum describing how the planned product(s) developed meet



EPA’s information Quality Guidelines checklist. As part of that memo, the contractor
shall document the quality assurance procedures it used in developing the deliverables
under this Work Assignment. The contractor shall provide the memo at the time it
delivers the Final Summary Report. As requested by the EPA WAM, the contractor shall
have a teleconference with the EPA WAM to discuss the Guidelines and the contractor’s
role in completing the checklist.

Task 2 - Re-evaluate, Update, and Finalize the Methodology for Deriving Microbial
AWQC for Recreational Designated Uses for the Protection of Human Health

In 2006, EPA drafted the recommended Methodology for Deriving Microbial AWQC for
Recreationaf Designated Uses for the Protection of Human Health. The Microbial
Methodclogy is guidance for scientific human health assessments used by EPA to
develop, publish, and revise, recommended criteria for water quality accurately
reflecting the latest scientific knowledge. The recommended criteria would serve
states’ and tribes’ needs in their development of water quality standards under §303(c)
of the CWA.

The contractor shall finalize the Methodology for Deriving Microbial AWQC for
Recreational Designated Uses for the Protection of Human Heualth for publication. The
most recent document underwent External Peer Review in 2006. However, the
contractor shall update and re-evaluate the document to reflect the most recent draft
Microbiological Risk Assessment (MRA) Tools, Methods, and Approaches for Water
Media and the current scientific literature. Process steps for re-evaluating, updating,
and finalizing the document will be provided through Technical Direction (TD).

TASK 3 — Literature Reviews

Task Area 3.1 Bacteriophage Litergture Review

This task is a continuation of previous efforts under WA 2-08 to conduct a bacteriophage
literature review to identify important research that support the development of future
bacteriophage criteria. In addition to 304{a) criteria, the review should address the
potential usefulness of bacteriophages as indicators in biosolids and in shellfish waters.
EPA anticipates there will be several internal reviews of the document. The contractor
shall assist in incorperating comments and edits and deliver a final literature review
product. The contractor shall make the final document 508 compliant.

Task Area 3.2 Norovirus: Human Health Assessment

This task is a continuation of previous efforts under WA 2-08 to conduct EPA Human
Health Assessment document for noroviruses and in the process identify important
research that will support the development of future virus criteria. EPA anticipates
there will be several internal reviews of the Human Health Assessment. The contractor
shall assist in incorporating comments and edits and deliver a final Human Health
Assessment product, The contractor shall make the final document 508 compliant.



Task Area 3.3 Adenovirus: Human Heclth Assessment

This task is a continuation of previous efforts under WA 2-08 to conduct EPA Human
Health Assessment document for adencviruses and in the process identify important
research that will support the development of future virus criteria. EPA anticipates
there will be several internal reviews of the Human Health Assessment. The contractor
shall assist in incorporating comments and edits and deliver a final Human Health
Assessment product. The contractor shall make the final document 508 compliant.

TASK 4 — Ambient Water Quality Criteria Bacteriophages and other Viruses

Task Area 4.1 Scope of the Criteria Documents

This task will require the contractor to assist scoping the AWQC for Viruses for
recreational designated uses. Viruses of immediate interest include, but are not limited
to, bacteriophage, norovirus, and enterovirus. EPA is considering one criterion
document for bacteriophages and another for pathogenic viruses, such as enteroviruses
and noroviruses. The contractor shall assist in drafting an cutline of pathogen criteria
for viral indicators and pathogenic viruses and identifying the needs of the criterion
documents.

Task Area 4.2 Derivation of the Criteria Values

Drawing on the draft Microbiological Risk Assessment (MRA) Tools, Methods, and
Approaches for Water Media, the Methodology for Deriving Microbial AWQC for
Recreational Designated Uses for the Protection of Human Heaith, and any other
materials EPA deems appropriate, the contractor shall develop AWQC values for the
viruses of interest. Specific viruses and the order of importance will be provided
through Technical Direction {TD}.

Task Area 4.3 Develop Criterion Document Drafts

The contractor shall provide draft documents of the AWQC for viruses. Again, specific
viruses and the order of importance will be provided through Technical Direction. This
task will be an ongoing effort for the period of performance of this work assignment and
a series of Drafts are expected.

Task Area 4.4 Prepare/submit Final AWQC Criteria for Bacteriophage and other Viruses

The contractor shall prepare and submit a Final RwQC document. This document will
need to be 508 Compliant and formatted as directed by the EPA WAM.

Task Area 4.5 Prepare briefing materials and other supporting documents pertaining to
the Virus Criterig documents

Briefing materials and other supporting documents will be needed during the Criteria
development process. The contracter shalt aid the in the development of any materials
or presentations for these purposes.



Travel: No contractor travel outside of the Washingten, D.C. metro area is

anticipated for this task,

Task Area 5 - General Project Support

The contractor shall, based on technical direction given by the EPA WAM, provide
support in preparing interim project update and other materials for internal and
external audiences. These may include, but are not limited to, short briefing documents
and PowerPoint presentations. The contractor may be requested to participate in
and/or conduct briefings. A weekly update call with the EPA WAM will be required for

this work assignment, as needed.

Some meetings may require contractor support and/or attendance for note-taking,
presentations, and meeting preparation materials. Details on travel dates and locations
will be provided by the EPA WAM through technical direction, as further information

becomes available.

Travel: Travel may be needed as deemed necessary by the EPA WAM. No
contractor travel outside of the Washington, D.C. metro area is required.

. Task No. Delivefable

) 1 F e T

Schedule

Due 15 calendar days after receipt
of WA

TBD

Two weeks alter receipt draft from
EPA.

Two weeks after receipl draft from_l
EPA. _
© Two wecks after receipt draft from

. EPA

Two weeks after receipt drafi from
LPA
B

TBD

“TBD
TRI}

T

CTBD

Quality Assurance: Tasks 2-4 in this work assignment require the use of secondary data.
An approved project-specific QAPP has already been approved, under the previous WA
B-08. The project specific quality assurance requirements must be addressed in the
work plan and monthly progress reports as specified under Task 1 and should follow the
attachment titled, QAPP Requirements for projects using secondary data.




Knowledge and Skills Required: The contractor shall have expertise in preparing the
aforementicned materials and be knowledgeable with the various fields of discipline
discussed in this work assignment. The cantractor shall have practical experience in
conducting microbial risk assessments and have advanced credentials in environmental
microbiology and/or environmental engineering. The contractor shall be familiar with
the use of fecal indicator organisms, microbiological analytical methods {including
molecular technigques), water monitoring applications of epidemiclogical data,
determination of human exposure to envirenmental contaminant sources, and
gastrointestinal disease endpoints.

General Requirements of the Wark Assisnment and Schedule:

Due Dates: The contracter shall provide due dates that are mutually acceptable with
the EPA WAM. The contractor shall notify the EPA WAM in advance, if a due date will
not be met and request a revised date.

Delays: The contractor shall make every effort to ensure there are no Contractor-
caused delays. If a delay is inevitable, it is the contractor’s responsibility to natify the
EPA WAM at the first sign of said delay. A revised schedule will then be worked cut.
Draft Documents: The contractor may be required to submit draft documents. Draft
documents shall be prepared in an electronic format compatible with current Microsoft
products. EPA WAM will provide comments on draft submissions prior to submission of
final documents.

Final Documents: The contractor shall submit final documents both electronically and in
hardcopy tc EPA WAM.

MEETINGS, CONFERENCES, TRAINING EVENTS, AWARD CEREMONIES
AND RECEPTIONS:

All appropriate clearances and approvals required by Agency policy in support of any
and all conference related activities and expenses, including support of meetings,
conferences, training events, award ceremonies and receptions, shall be obtained by the
EPA PO as needed and provided to the Contracting Officer. Work under conference
related activities and expenses shall not occur until this approval is obtained and provided
by the EPA PO.



Attachment 1
QAPP REQUIREMENTS FOR PROJECTS USING SECONDARY DATA

A secondary data project involves the gathering and/or use of existing environmental
data for purposes other than those for which they were originally collected. These
secondary data may be obtained from many sources, including literature, industry
surveys, compilations from computerized databases and information systems, and
computerized or mathematical models of environmental processes. For these projects,
a QAPP shall be prepared to include the requirements identified below. If primary data
will also be generated as part of the project, then the information below can be
incorporated into the associated QAPP to address the secondary data. The following
requirements should be addressed as applicable.

SECTION 1.0, PROJECT OBJECTIVES, ORGANIZATION, AND RESPONSIBILITIES

11 The purpose of study shall be clearly stated.
1.2 Project objectives shall be clearly stated.

1.3 The secondary data needed to satisfy the project objectives shall be identified.
Requirements relating to the type of data, the age of data, geographical
representation, temporal representation, and technological representation, as
applicable, shall be specified.

1.4 The planned approach for evaluating project cbjectives, including formulas,
units, definitions of terms, statistical-data analysis {i.e. statistical analysis & any
other types of data analysis), and assumptions/recommendations based on the
data analysis, if applicable, shall be included.

1.5 Responsibilities of all project participants shall be identified, meaning that key
personnel and their organizations shall be identified, along with the designation
of responsibilities for planning, coordination, data gathering, data analysis,
report preparation, and quality assurance, as applicable.

SECTION 2.0, SOURCES OF SECONDARY DATA



2.1
2.2
2.3

The source(s) of the secondary data must be specified.
The rationale for selecting the source(s} identified shall be discussed.
The sources of the secondary data will be identified in any project deliverable.

SECTION 3.0, QUALITY OF SECONDARY DATA

3.1

3.2

33

Quality requirements of the secondary data must be specified. These
requirements must be appropriate for their intended use. Accuracy, precision,
representativeness, completeness, and comparability need to be addressed, if
applicable. {If appropriate, a related QAPP containing this infermation can be
referenced.)

The procedures for determining the guality of the secondary data shall be
described.

If no quality requirements exist, this shall be stated in the GAPP. If no quality
requirements exist or if the quality of the secondary data will not be evaluated
by EPA, the QAPP shall reguire that a disclaimer be added to any project
deliverable to indicate that the quality of the secondary data has not been
evaiuated by EPA for this specific application. The wording for the disclaimer
shall be defined.

SECTION 4.0, DATA REPORTING, DATA REDUCTION, AND DATA VALIDATION

4.1

4.2

4.3

Data reduction procedures specific to the project shall be described, including
calculations and equations.

The data validation procedures used to ensure the reporting of accurate project
data shall be described.

The expected product document that will be prepared shall be specified {e.g.,
journal article, final report, etc.).
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PERFORMANCE WORK STATEMENT
ICF CONTRACT EP-C-11-005
WORK ASSIGNMENT # 3-09

Title: Human Health Assessment: Cryptosporidium and Gilardia in drinking and ambient water

Work Assignment Manager: Shamima Akhter (Mail Code 4304T)
Health and Ecological Criteria Division
Office of Water, Office of Science and Technology
1200 Pennsylvania Ave, N.W,
Washington, DC 20460
Phone (202) 566-1341
[--mail; akhter.shamimageepa.gov

Alternate WAM: John Ravenscroft (Mail Code 43047T)
Health and Ecological Criteria Division
Office of Water, Office of Science and Technology
1200 Pennsylvania Ave, N.W.
Washington, DC 20460
Phone {202) 566-1101
FE-mail: ravenscroft john(wepa.gov

Period of Performance: January 1, 2014 through December 31, 2014
Contractor SOW: 2.2, 3.1.6, and 3.1.8
Background:

The mission of the U.S. Environmental Protection Agency’s (EPA) Otfice of Water 1s to protect
public health and the environment from adverse effects of pollutants (c.g., toxic chemicals and
microbial pathogens) in ambient water, drinking water, wastewater, sewage sludge and
sediments. The Safe Drinking Watcr Act (SDWA) requires the EPA to regulate disease-causing
organisms {pathogens) and toxic chemicals in drinking water.

The Safe Drinking Water Act requires the U.S. Environmental Protection Agency (IIPA) to
publish regulations 1o control disease-causing organisms (pathogens) and hazardous chemicals in
drinking water. One of the regulations published by EPA to control pathogens is known as the
Surface Water Treatment Rule (54 FR 27486; June 29, 1989). The purpose of the Long Term 2
(L'T2) rule is to reduce illness linked with the contaminant Cryptosporidim, Giardia and other
discase-causing microorganisms in drinking water. Under the LT 2 Rule, Cryptosporidium
oocysts at or below 0.075 oocysts/liter are considered the maximum value under which
conventional drinking water treatment is expected to be capable of providing protection of
consumers drinking up to 1.2 liters of water per day. Under the Safe Drinking Water Act’s
Surface Water Treatment Rule (further referred to as the Rule) Giardia cyst Maximum
Contaminant Level Goal (MCLG) levels are set at “0" for treated water. In order to meet this



requirement, Giardia cyst removal by conventional drinking water treatment must be able to
reduce cyst levels by 3 orders of magnitude (3 logs) [rom source waters to insure protection of
consumers drinking up to 2.0 liters of water per day.

Cryptosporidium is a significant concern in drinking water because 1t contaminates surface
waters used as drinking water sources, it is resistant to chlorine and other disinfectants, and 1t has
causcd watcerborne discase outbreaks. Consuming water with Cryplosporidivm. a contaminant in
drinking water sources, can cause gastrointestinal illness (¢.g., diarrhea, vomiting, cramps) and
other health risks, which may be severe 1 people with weakened immune systems (c.g., infants
and the clderly) and sometimes fatal in people with severely compromised immune systems (¢.g..
cancer and AIDS patients).

Cryptosporidium oocysts are common and widespread in ambient water and can persist for
months in this environment. The dose that can infect humans is low, and a number of waterborne
discase outbreaks caused by this protozoan have occurred in the U.S., most notably in
Milwaukee, where an estimated 400,000 pcople became ill. The healthy people recover within
scveral weeks after becoming ill, but illness may persist and contribute to death in those whosc
immune systems have been seriously weakened (e.g., AIDS patients). Drugs effective in
preventing or controlling this discase are not yet available. The public health concern is
worsened by the resistance of Cryptosporidium to water disinfection practices by chlorination,
although oocysts can be mactivated by ozone and ultravielel 1rradiation. However, a well-
operated water filtration system is capable of removing at least 99 ol 100 Crypiosporidium
oocysts in the water. Monitoring for this organism in water is currently difficult and expensive.

The purpose of these documents is to serve as informal technical guidance to assist Federal.
state, and local officials responsible for protecting public health when emergency spills or
contamination sifuations occur,

Quality Assurance:

The tasks in this work assignment (WA) require the use of sccondary data/analyscs and fall
under the scope of the approved contract-level QAPP. Consistent with the Agency’s quality
assurance {QA) requirements, the contractor must assure the quality and analyses of the
secondary data and other data collected to be used under this work assignment.

The Contractor shall discuss with the EPA WAM if any of the specific work assignment tasks
are not readily covered under the approved QAP Any additional qualily assurance
requirements must be addressed in the work plan and monthly progress reports and, if needed, be
covered by a WA-specific QAPP supplement, which must be approved by the EPA WAM betore
activities covered by the additional QA language begin under this work assignment.



Performance Work Statement (PWS):
Task 1: Work plan and monthly progress reports

Task 1.1 Work Plan

The contractor shall develop a detail work plan and cost estimate for each task outlined o
this work assignment. The plan should contain, but not limited to, work-flowchart,
claborate schedule (task-wise), staffing plan and qualifications of proposed staff, budget
for cach task and level of effort (LOE). Prior to the submission of the work plan. the
contractor shall consult with the WAM via conference call to mitigate any potential
1ssues that need clarifications. The contractor shall include mformation on plans to
manage work and control contract costs. All P levels, hours and total dollars for each
task will be provided and costs greater than $100.00 shall be itemized in detail. The
coniractor shall provide their job number with all invoices to facilitate their expediency.

This task also includes monthly progress and financial reports. The monthly progress
report shall indicate, in a scparate QA section, whether significant QA Issues have been
identified and how they are being resolved. Monthly financial reports must include a
table with the invoice LOE and costs” broken out by the tasks in this WA.

Task 1.2 Information Quality Guidelines

The Contractor shall ensure the products developed under this work assignment comply
with the EPA Information Quality Guidelines and shall complete the Checklist for
Influential Information as needed for each deliverable from this work assignment as they
may be used in Agency decision-making and/or will be publicly available documents.
The FPA WAM will provide the checklist to the Contractor. The Contractor shall provide
a memorandum describing how the planned product(s) developed meet EPA’s
Information Quality Guidelines checklist. As part of that memo, the Contractor shall
document the quality assurance procedures it used in developing the deliverables under
this Work Assignment. The Contractor shall provide the memo at the time 1t delivers the
Final Summary Report. The Contractor shall have a teleconference with the EPA WAM
to discuss the Guidelines and the Contractor’s role in completing the checklist.

Task 2: Develop Health Assessment document: Cryptosporidium

2.5 Submit revised report
The contractor shall revise and finalize the health assessment document based upon EPA

WAM’'s review comments.

2.6 Communication piece

The contractor shall provide & brief’ communication (1- 3 pages) which will aid in
briefing EPA managers and senior managers. The communication picce shall be written
in plain English language for non-technical people and the relevant scientific studies shall
be included as an attachment.



2.7 Response to the Peer Reviewer comments

Upen reccipt of the EPA’s external expert peer-review of the Contractor’s Final Wrillen
Report, the EPA WAM will provide the Contractor with the recommended edits and
modifications. The Contractor shall address all recommended peer-review modifications.
Changes will be documented in a separate report for the record to describe how the peer-
review cominents were incorporated into the final report.

2.8 Incorporate Peer Reviewer comments to the documents

The contractor shall incorporate all recommended cdits and modifications to the
documents. The Contractor shall provide the revised final report (and documented
changes to the report) to the EPA WAM [or revicw,

2.9 Submir Final Report
Upon the EPA WAM’s approval, the Contractor shall send the final revised peer-
reviewed report in Microsoft Word, version 2003 or higher, to the EPA WAM

Task 3: Develop Health Assessment document: Giardia
3.2 Develop analysis plan and conduct exposure and dose response analysis

3.3 Submit draft report of initial findings

The contracior shall prepare a draft Giardia health assessment document for EPA
WAM’s review. The contractor shall insurc that all factors that were applied to the health
asscssment are stated and are transparent throughout the document. It 1s LPA’s concern
that contractor shall include a list ol references used for this task. In addition, contractor
shall also include a list of unused references along with clear justification for not using
them. The contractor shali coordinate with the EPA WAM as inclusion or exclusion of
any references to the draft document.

3.4 Incorporate EPA comments and additional studies

The EPA WAM will periodically search diverse data bases for potential new information
and will provide to the contractor, The contractor shall incorporate any additional studies
into revisions to draft report upon receipt from EPA WAM. It 1s the goal of the T:PA
WAM to gather as many examples as possible and available to help inform the policy
development process. The contractor shall also incorporate EPA WAM’s review
comments to the document.

3.5 Submit revised report
The contractor shall revise and finalize the health assessment document based upon EPA
WAM’s review comments.

3.6 Communication piece

The contractor shall provide a brief communication (1- 3 pages) which will aid in
briefing manager and senior managers. The communication piece shall be written in plain
English language for non-technical people and the relevant scientific studies shall be
included as an attachment.



3.7 Response to the Peer Reviewer comments

Upon receipt of the EPA’s external expert pecr-review of the Contractor’s Final Writlen
Report, the EPA WAM will provide the Contractor with the recommended edits and
moadifications. The Contractor shall address all recommended peer-review modifications.
Changes will be documented in a separate report for the record to describe how the peer-
review comments were incorporated into the final report.

3.8 Incorporate Peer Reviewer comments to the documents

The contractor shall incorporate all recommended edits and modifications to the
documents. The Contractor shall provide the revised final report (and documented
changes to the report) to the EPA WAM for review.

3.9 Submir Final Report

Upon the EPA WAM’s approval, the Contractor shall send the final revised pecr-
reviewed report in Microsoft Word, version 2003 or higher, to the EPA WAM

Period of Performance/Milestones: It is the Contractor’s responsibility to coordmate with EPA
WAM while conducting these tasks.

Task Milestone Date due
| 1.1 Work Plan Due 15 calendar days after reccipt of WA
1 Kick-olf meeting with EPA WAM 1 week after WP approval
2 2.5 Submit revised report 2 months aficr WP approval
2 2.6 Communication Picce | TBD |
P 2.7 Response to the Peer Reviewer comments | TBD
2 2.8 Incorporate Peer Reviewer comments TBD
2 2.9 Submit final report TBD |
3 3.3 Submit draft report of initial findings 1 month atter WP approval ]
3 3.4 Incorporate EPA comments and additional | 6 weeks after WP approval

B studies, 1f identified B ) ] B
3 3.5 Submit revised report 2 months after WP approval
3 3.6 Communication Picce TBD

K 3.7 Response to the Peer Revicwer comments | TBD

: 3 3.8 Incorporate Peer Reviewer comments TBD

'r3 3.9 Submit final report ' TBD

Knowledge and Skills Required: The Contractor shall have expertise in preparing the

aforementioned materials and be knowledgeable with the various fields of discipline discussed in
this PWS. The contractor shall be an accomplished microbial risk assessor with experience in
environmental media, especially water. The contractor shall have knowledge and expericnce
with the Crvptosporidium and Giardia spp. protozoa in water and water/wastewater
treatment/disinfection effectivencss. The contractor shall be experienced in evaluation of data
bases, statistics, and modeling regarding human exposure, dose response and health effects for
application 1n microbial risk assessments.



{reneral Requirements of the Work Assienment and Schedule:

Due Dates: The Contractor shall provide due dates that are mutually acceptable with the LLPA
WAM. The Contractor shall notify the EPA WAM in advance, if a due date will not be met and
request a revised dalte.

Delays: The Contractor shall make every cffort to ensure there are no Contractor-caused delays.
If a delay is ingvitable, it is the Contractor’s responsibility to notify the EPA WAM at the (irst
sign of said delay. A revised schedule will then be worked out.

Draft Documents: The Contractor may be required to submit draft documents. Draft documents
shall be prepared in an electronic format compatible with current Microsoft products. EPA
WAM will provide comments on draft submissions prior to submission of final documents.

Final Documents: The Contractor shall submit final documents both electronically and in
hardcopy to EPA WAM.

Final Documents: The Contractor shall revise and incorporate all EPA’s comments and submit
final documents both electronically and in hardeopy (Microsoft version 2003 or higher) to EPA
WAM. The Agency may decide to publish the report on the web. I this occurs, the report will
need to be 308 compliant and the COR will provide appropriate technical direction.

Final Peer Reviewed Document: Upon receipt of the EPA’s external cxpert peer-review of the
Contractor’s Final Written Report, the EPA WAM will provide the Contractor with the
recommended edits and modifications. The Contractor shall address all recommended peer-
review modifications. Changes will be documented in a separate report for the record to describe
how the peer-review comments were incorporated into the final report. The Contractor shall
provide the revised final report {and documented changes to the report) to the FPA WAM for
review. Upon the EPA WAMs approval, the Contractor shall send the final revised peer-
reviewed report in Microsoft Word, version 2003 or higher, to the EPA WAM,

MEETINGS, CONFERENCES, TRAINING EVENTS, AWARD CEREMONIES AND
RECEPTIONS:

All appropriate clearances and approvals required by Agency policy in support of any and all
conference related activitics and expenses, including support of meetings, conferences, tramning
events, award ceremonies and receptions, shall be obtained by the EPA PO as needed and
provided to the Contracting Officer. Work under conference related activilics and expenses shall
not occur until this approval is obtained and provided by the EPA PO.
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PERFORMANCE WORK STATEMENT
ICF CONTRACT EP-C-11-005
WORK ASSIGNMENT #3-10

Title: Sccondary Contaclt Water Quality Standards for IPathogens

Work Assignment Manager: Gary Russo  {Mail Code 43051)
Standards and Health Protection Division
Office of Water, Office of Science and Technology
1200 Pennsylvania Avenuc, N.W.
Washington, DC 20460
Plione (202) 566-1335
E-mail: russo.garyepa.gov

Alternate WAM: Sharon Nappicr (Mail Code 4304T)
Health and Ecological Criteria Division
Office of Water, Office of Science and Technology
1200 Pennsylvania Avenue, N.W.
Washington, DC 20460
Phone (202) 566-0740
E-mail: nappicr.sharoniwwcpa. gov

Period of Performance; January 1, 2014 through December 31, 2014

Contractor SOW: 31,33, and 3.4

CBI: No confidential business information will be needed for this work assignment.
Background:

An effort is currently underway to revise EPA’s bacteriological water quality criteria
under section 304(a) of the Clean Water Act (CWA). Both the current and proposed
revised criteria primarily address water quality standards for “primary contact”
recreational uses and do not significantly address “secondary contact” recreational uscs.
Primary contact recreation is typically defined as water-based reercational activities that
could be expected to result in the ingestion of or immersion in water such as swimming,
water skiing, or surling. Secondary conlact recreation is typically defined as water-based
recreational activities where contact with the water is either incidental or accidental, and
the probability of ingesting appreciable quantities of water 1s minimal.

Current EPA policy allows States, tribes and territories to adopt bacteriological criteria
for secondary contact uses that arc less stringent than criteria for primary contact uscs.



The justification for less stringent secondary contact criteria is based on the assumption
that sccondary contact activitics are assoclated with exposure to fewer pathogenic
organisims. It is believed that a higher concentration of pathogens in water 18
counterbalanced by a lower potential exposure to those pathogens, resulting in the same
risk of illness in secondary recreational activities as risks associated with primary
reercational activitics, However, the potential for pathogen exposure during different
recreational activitics is not well characterized, and there is currently no scientific
cansensus on whether or not they are in fact associated with different risks of illness
(ditterential risk).

Although there 15 a body of scientific literature addressing the risk of illness associated
with various water-based recreational activities, the relationships between different
activities, water quality, and health risks are not well understood.  The wide ranges of
existing studies often have ambiguous results or support conflicting conclusions. Such
ambiguity and/or disagreement may be due to a varicty of reasons, including ditferences
in the questions being addressed, differences. biases and/or flaws in the way the studies
were designed or conducted, differences in interpretation of the study results. or simply
due to chance.

The purpose of this Performance Work Statement (PWS) 15 to examine the evidence for
or against differential risk by conducting a systematic review. A sysicmatic review is a
specific type of literature review that [ocuses on a specific research question and tries to
identify, appraise, select and synthesize all high quality research and evidence relevant to
that question. The overall goal of a systematic review is to provide an objective and
transparent synthesis of research results that minimizes bias. The systemalic review from
this PWS will provide an up-to-date, state-of-the-art evaluation of the current scientific
knowledge of the health risks associated with different water-based recreational activities
in water contaminated by fecal material. The results and conclusions of the systematic
review will be used to inform I'PA policies and decisions associated with recreational
water quality standards for the protection of public health.

Performance Work Statement (PWS):
The scope of work in this PWS will fall under the following tasks:

Task 1 — Work plan, quality assurance, and monthly progress reports

Task Area 1.2 Work plan

The contractor shall develop a work plan to address all tasks in the performance work
staternent (PWS). The work plan shall include a schedule, staffing plan, level of etfort
(LOE), and cost estimate for each task, the contractor’s key assumptions on which
staffing plan and budget are based, and qualifications of proposed staff. If one or more



subcontractor(s) are proposed and they are outside the metropolitan DC area, the
contractor shall include information on plans to manage work and contract costs. The
number and professional level of hours charged and total dollars for each task will be
provided. Other costs greater than $100.00 shall be itemized.

s Deliverable — Work plan.
e Deadline - fifteen (15) calendar days after reccipt of work assignment

Task Area 1.3. Quality assurance

Upon cempletion of the systematic review, the contractor shall complete the EPA Office
of Water Information Quality Guidelines checklist and supporting narrative. See
Attachment 2.

e Deliverable — Complected Information Quality Guidelines checklist
e Deadling — seven {7) calendar days following completion of the systematic

revicw.
Task Avea 1.4 Monthly Progress Reports

The contractor shall provide progress and financial reports to the EPA WAM cach month.
The contractor shall also provide any information related to the execution of this PWS
when ever requested by the TPA WAM. The progress report shall indicate, 1n a scparate
QA/QC section, whether QA/QC issucs have been identificd and how they will be
resolved. If significant QA/QC issues are encountered, the contractor shall contact the
EPA WAM immediately to discuss the issue. If work ceases because of QA/QU issues,
the contractor shall not resume work until receiving written approval from the EPA
WAM. Monthly financial reports shall at minimum include a table with the invoice LOE
and costs for cach task and task area in this PWS.

Task 2 — Develop a systematic review of the scientific evidence related to ditferential
risk of illness with different water-based recreational activitics.

Task Area 2.3 Revise the review protocol in response to possible peer review comments

The systemalic review protocol has been peer-reviewed. The contractor has alrcady
received written technical direction to revise the review protocol in response to the peer

TEVICW COmments.

» Deliverable — Revised review protocol.
s Deadlinc — thirty (30) days after receiving peer review comments.



Task Area 2.4 Conduct the systematic review

Upon completion of the final review protocol and receiving written instructions by the
EPA WAM, the contractor shall conduct the systematic review as specified in the review
protocol. During the screening phase, the contractor shall inform the EPA WAM of the
results of initial screening process before beginning full screening of potentially relevant
papers. When performing the systematic review, the contractor shall strictly adhere to
the review protocol and shall not deviate [rom it without explicit written permission from
the TPA WAM,

Although one objective ol the systematic review is to strictly adhere to the review
protocol once finalized, modification of the finalized review protocel may be appropriate
n some circumstances such as when a clearer understanding of the review question(s)
becomes apparent, or when mitial screening of papers using the specified eligibility
criteria results in too few or too many papers. If, after initial consideration of the studies
heing reviewed, it becomes apparent that a change in direction may be required. the
contractor shall immediately cease review activities and notify the EPA WAM. Il the
EPA WAM determines that protocol modifications are needed, the contractor shall
modify the protocol in consultation with the EPA WAM. The contractor shall not resume
review activities until the final modifted review protocol is reviewed and approved by the
EPA WAM and the contractor receives written instructions to resume review activities.
Protocol modifications shall be clearly and fully documented 1n a protocol addendum and
in the final report of the review findings. This documentation shall include a clear
description of the differences between the initial and amended protocol, and the
implications of the moditication on the review findings. Under no circumstances shall
the protocel be modified or the review altered because of awareness of the results of
individual studies.

Throughout the review process, the contractor shall provide progress reports to the EPA
WAM. The contracior shall also provide ¢lectronic copies of all documents that werc
screened during the study selection process or used in the sysicmatic review. A databasc
of complete document citations along with the file name of the electronic copy shall also
be provided to the EPA WAM as an Endnote database or another clectronic format that
can easily be imported into Endnote.

At the conclusion of the systematic review, the contractor shall provide a brief report
outlining the results of the review. The report shall be well written, organized
thoughtfully, concise, grammatically correct, have no spelling errors, academically
rigorous, contain high quality tables and figures if needed, and formatted so that it can
serve as the foundation for developing a manuseript to be submitted for publication in a

high-quality peer-reviewed journal.



¢ Decliverable -- Report on review results.
e Deadline ninety (90) days afier receiving instructions from the FPA
WAM to begin the systematic review.,

Task Area 2.5 Develop one or more manuscripts for publication of the systematic review.

At the conclusion ol the systematic revicw, the contractor shall develop one or more
manuscripts for publication of the systematic review. The manuscript(s) shall be
developed in close consultation with the EPA WAM with the goal of publishing the
systematic review in a igh quality, high impact, peer-reviewed journal. The
manuscript{s) shall be organized thoughtfully, written concisely, grammaltically correct,
academically rigorous, contain high quality tables and figures when appropriate, and
formatted for the journal being targeted. The manuscript(s) shall be developed in a way
that allows reformatting [or submuission 1o other journals if the need arises. The contractor
shall revise the manuscript(s) as instructed via technical direction by the EPA WAM in
response to reviewer comments, and develop written responses to reviewer comments for
submission to the journal ¢ditor. The contractor shall conform to the same standards of
gualily when revising the manuscript(s) as specified above for initially developing the
manuscript(s). The contractor shall also prepare the Information Quality Guidelines
Checklist necessary for products that EPA disseminates to the public under EPA’s
Information Quality Guidelines.

e Deliverable Draft manuscript.
» Deadline — thirty (30) days after conclusion of the systematic review,

Task Area 3 - General Project Support

Task Area 3.1 Prepare briefing materials and other supporting documents pertaining 1o

the systematic review

Bricting materials and other supporting documents will be needed during the systematic
review development process and after the review is published. The contractor shall aid in
the development of any materials or presentations for these purposes. This may include
but is not limited to preparing interim project updates and other materials for internal and
external audiences as requested by the EPA WAM, briefing documents, PowerPoint
presentations, and other supporting documents as nceded. The contractor may be
requested by the EPA WAM to participate in and/or conduct briefings or participate in
seminars or talks related to the systematic review.

e Decliverable Requested materials and supporting documents.
s Dcadlinc — As agreed upon by the EPA WAM and contractor



Task Area 3.2 Support options development and unalyses for potential changes to EPA
policies related to bacteriological water quality standards.

As the results and conclusions of the systematic review become clear, the EPA may want
to consider alternative policies related to bacteriological water quality standards. The
contractor shall aid in the development of potential alternative policy options. These
activities may include, ,but are not limited to, performing additional rescarch and
analysis of existing scientific data and information, analysis of the potential public health
outcomes resulting from policy modifications, and the analysis of water quality standard
implementation implications associated with the adoption of alternative bacteriological
water quality standards. The contractor may be requested to participate in and/or conduct
briefings or other presentations related to this work.

e Deliverable Requested materials.
e Dcadline — As agreed upon by the TPA WAM and contractor

Travel:

Travel may be needed as deemed necessary by the EPA WAM.  No contractor travel
oulside of the Washington, D.C. metro arca is required.

Conferences:

All appropriate clearances and approvals required by Agency policy in support of any
and all conference related activities and expenses, including support ol meetings,
conferences, training cvents, award ceremonies and receptions, shall be obtained by the
FEPA WAM as needed and provided to the Contracting Officer. Work under conference
related activitics and expenses shall not occur until this approval is obtammed and provided
by the EPA WAM.

Knowledge and Skills Required:

The contractor shall have the necessary scientific knowledge and expertise to develop the
aforementioned materials in this PWS that are high quality and use state-of-the-art
methods. Specifically, the contractor shall have experience designing, performing, and
publishing primary scientific rescarch evaluating the health effects of environmental
pollution, as well as experience designing, performing, and publishing systematic- and
meta-analyses of such studies. The contractor shall have expertise in epidemiological
studies that evaluate microbiological water pollution using fecal indicator organisms.

The contractor shall be proficient in advanced state-of-the-art statistical methods typically
used to analyze epidemiological studies and perform meta-analyses. The contractor
should also be competent in analytical methods used to monitor microbial water pollution
(including molccular techniques), the determination of human exposure 1o environmental



contanunant sources, and discase endpoints related to microbial exposure through contact
with water.

General Requirements of the Work Assignment and Schedule:
Du¢ Dates

The contractor shall mutually acceptable due dates with EPA WAM. The contractor shall
notify the EPA WAM in advance, if a due date will not be met and negotiate a mutually
acceptable revised duc date.

Delays

The contractor shall provide sufficient qualified man-power to ensurc there are no
avoidable delays. T a delay outside the control of the contractor is unavoldable, the
contractor shall immediatcly notify the EPA WAM and ncgotiate a mutually acceptable
revised schedule.

Dralt Documents

The contractor shall submil draft or interim work products requested by the EPA WAM.
Draft or interim work products shall be prepared in an electronic format compatible with
Microsoft Office 2007 or Endnote X. The EPA WAM will provide the contractor with
comments on draft work products in clectronic format. Work products shall be deemed
draft until designated as final by the EPA WAM.

Final Documenis

The contractor shall submit final documents clectronically to the EPA WAM,

MEETINGS, CONFERENCES, TRAINING EVENTS, AWARD CEREMONIES
AND RECEPTIONS:

All appropriate clearances and approvals required by Agency policy in support of any
and all conference related activities and expenses, including support of meetings,
conferences, training cvents, award ceremonies and receptions, shall be obtained by the
FPA PO as needed and provided to the Contracting Officer. Work under conference
related activities and expenses shall not occur until this approval is obtained and provided
by the EPA PO.



ATTACHMENT 1
QAPP Requirement for Projects Using Secondary Data

A project involving secondary data gathers and uses existing data for purposes other than
those for which they may have been originally collected. These secondary data may be
obtained from many sources including litcrature, industry, computerized databases and
Information systems, and computerized or mathematical models of environmemal
processes. For projects that use secondary data, a QAPP shall be prepared that include
the requirements identified below. If primary data will also be generated as part of the
project, then the information below can be incorporated into the associated QAPP to
address the secondary data. The following requirements should be addressed as
applicable.

Section 1. Project Objectives, Organization, and Responsibilities

1.1 The purpose of study shall be clearly stated.
1.2 Project objectives shall be clearly stated.

1.3 The secondary data needed to satisfy the project objectives shall be dentified.
Requircments relating to the type of data, the age of data, geographical
represcntation, temporal representation, and technological representation, 4s
applicable, shall be specified.

1.4 The planned approach for evaluating project abjectives, including formulas, units,
definitions of terms, and statistical or other types of data analysis. Assumptions
and or recommendations based on the data analysis shall also be included 1f
applicable,

1.5 Responsibilities of all project participants shall be identified, meaning that key
personnel and their organizations shall be identified, along with the designation of
responsibilitics for planning, coordination, data gathering, data analysis, report
preparation, and quality assurance, as applicable.

Section 2. Sources of Secondary Data

2.1 The source(s) of the secondary data must be specified.
2.2 The rationale for sclecting the source(s) identified shall be discussed.
2.3 The sources of the secondary data will be identified in any project deliverable.

Section 3. Quality of Secondary Data

3.1 Quality requircments of the secondary data must be specified. These
requirements must be appropriate for their intended use. Accuracy, precision,
representativencss, completeness, and comparability need to be addressed, if



3.2

applicable. (It appropriate, a related QAPP containing this inlormation can be
referenced. )

The procedures for determining the quality of the secondary data shall be
described.

[f no quality requirements ¢xist, this shall be stated in the QAPP. If no quality
requirements exist or if the quality of the sccondary data will not be evaluated by
EPA, the QAPP shall require that a disclaimer be added to any project deliverable
to indicate that the quality of the secondary data has not been evaluated by EPA
for this specific application. The wording for the disclaimer shall be defined.

Section 4. Data Reporting, Data Reduction, and Data Validation

4.1

4.2

4.3

Data reduction procedures specific 1o the project shall be described, including
calculations and equations.

The data validation procedures used to ensure the reporting of accurate project
data shall be described.

The expected product document that will be prepared shall be specilied (e g,

journal article, final report, efc.).



ATTACHMENT 2
Office of Water
Information Quality Guidelines:
Pre-Dissemination Review Guidance and Checklists

version 2.2 (January 10, 2003)

BACKGROUND

In order to comply with Section 515 of the Treasury and General Government Appropriations
Act for FY 2002 (Public Law 106-554), the Office of Management and Budget developed
puidelines that “provide policy and procedural guidance for ensuring and maximizing the
quality, objectivity, utility, and integrity of information, including statistical information,
disseminated by Federal agencies.”

In response to OMRB’s guidclines (FRL-7157-8, March 2002), EPA developed the Guidelines for
Ensuring and Maximizing the Quality, Objectivity, Utility, and Integrity of Information
Disseminated by the Environmental Protection Agency (The Guidelines), which contains EPA’s
policy and procedural guidance for ensuring and maximizing the quality of the information we
disseminate. “Quality” refers to objectivity, integrity, and ulility.

The Guidelines also:

[ | outline administrative mechanisms for EPA pre-dissemination review of information
products
L enable affected persons to file complaints regarding disseminated information that they

believe 1o be noncompliant with EPA’s Guidelines.

Implementation began October 1, 2002
For more information, visit http://www.epa.govioei/qualityguidelines/

In order to ensurc that information meets The Guidelines, the following guidance and checklists
should be used prior to dissemination.

OVERVIEW
u What information is covered under The Guidelines?
n Is your organization in compliance with EPA’s existing Quality System and Officc of

Water’s Quality Management Plan?
u What type of information do I have?



Do additional guidelines apply for externally gathered data?

Checklists for Pre-Dissemination Review

What are Requests for Correction and Requests for Reconsideration, and how does OW
respond to them?

WHAT INFORMATION 1S COVERED UNDER THE GUIDELINES?

These guidelines apply only to information I'PA disseminates to the public.

What DO The Guidelines cover?

EPA prepares the information and distributes it to support or represent EPA’s viewpoint,
or to formulate or support a regulation, guidance, or other Agency decision or position.
LPA distributes information preparcd or submitted by an outside party in a manner that
reasonably suggests that EPA endorses or agrees with it.

EPA reviews and comments on information distributed by an outside party in a manner
that indicates EPA is endorsing it, dircets the outside party to disseminate it on EPA’s
behalf, or otherwise adopts or endorses 1t.

What DON'T The Guidelines cover?

Distribution of information for govermment employees

EPA response to FOIA, FACA, or similar legislation

Correspondence directed to individuals or persons

Information presented solely to Congress

Ephemeral information (press releases, fact sheets. press conferences)

Background information (published articles distributed by libraries, or other non-HPA
endorsed distributions)

[nformation distributed by recipients of EPA grants, contracts. or cooperative agreements
unless TPA adopts or endorses the information

Information in public filings, including information submitted to EPA, either voluntarily
or under mandatcs/requirements

Distribution of information in judicial cases or administrative adjudication

IS YOUR ORGANIZATION IN COMPLIANCE WITH EPA’S EXISTING QUALITY
SYSTEM AND OFFICF, OF WATER’S QUALITY MANAGEMENT PLAN?

Many of EPA’s current quality assurance practices fulfill much of EPA’s Information Quality
Guidelines. Examples of these policies are: Quality System, Peer Review, Action Development

version 2.2 (January 10, 2003)



Process, Integrated Error Correction Process, Information Resources Management Manual, Risk
Characterization Policy and Handbook, Program-Specific Policies, and EPA’s Commitment to
Continuous Improvement. EPA information disseminated to the pubic must meet EPA’s alrcady
existing Quality System and other related policies. The Quality System ulilizes a graded
approach to cstablish quality criteria that are appropriate for the intended use of the information
and the resources available, (The Quality System can be found in EPA Order 5360.1 A2,
“Policy and Program Requirements for the Mandatory Agency-wide Quality System™ and m the
“LPA Quality Manual™.)

The Quality System requires Agency organizations to:

Assign a quality assurance manager

Develop a Quality Management Plan

Conducl an annual assessment of the organization’s quality system

Use a systematic planning process to develop acceptance or performance criteria prior o
the initiation of all projects that involve environmental information collection and/or use
Develop Quality Assurance Project Plans {or all applicable projects and tasks involving

environmental data

u Conduct an assessment ol existing data, when used to support Agency decisions or other
secondary purposes, to verify accuracy

[ ] Implement all Agency-wide Quality System components in all applicable EPA-funded
cxtramural agreements

u Provide appropriatc training for all levels of management and stafl

The Office of Watcr implements EPA’s Qualily System through its Quality Management Plan,
approved by OEI in September 2001, Please refer to this document to ensure that the
information you are disseminating complies with Office of Water quality assurance policies.

WHAT TYPE OF INFORMATION DO I HAVE?

Different quality standards apply to influential information, influential scicntific risk assessment
information, and non-influential information. The definitions of thesc three types of information

arg:

fnfluential: when the Agency can recasonably determine that dissemination of the information
will have a clear and substantial impact on important public policies or private scctor decisions.
These include OMB economically significant actions, peer reviewed documents, top Agency
policy documents, and other actions on a case-by-case basis. Influential information must mect a

higher standard ol quality: “reproducibility”.

Reproducibility: providing enough information to allow the public lo reproduce our analyscs




Influential Scientific Risk Assessment: applies to all dissemination of information regarding

human health, environmental, or safety risk assessments, except those conducted under the Safe
Drinking Water Act, which will adhere to SDWA principles. Information is required to be
accurate, reliable, and unbiascd; it should also be comprehensive, informative, and
understandable. The quality standard is “objectivity,” and uses the following principles:

] Information is accurate, rehiable, and unbiased. This involves:
* Best available science, which utilizes sound and objective scientific practices, and
peer review when available
»  Data collection by accepted methods
| Presentation of information is consistent with the purpose of the information, is
comprechensive, informative, and understandable. This means specilying:
= ¢ach population addressed by the risk
= ¢xpected risk or central estimate
» upper-bound and lower-bound estimate of risk
= significant uncertainties identified
» peer reviewed studics known to the Administrator

Non-Influential: standard of quality 1s “transparency.”

Transparency: the public can understand how conclusions were obtained on the information

DO ADDITIONAL GUIDELINES APPLY FOR EXTERNALLY GATHERED DATA?

Most external environmental data is within the scope of the Quality System. This includes
literature, industry surveys, compilations from computerized databases and mformation systems,
and results from computerized or mathematical models of environmental processcs and

conditions.

Regarding voluntarily submitted information, EPA will continue o work with States and other
governments, the scientific and technical community, and other interested information providers
to develop and publish criteria the EPA would use to assess this type of information.

Depending on your information, you nced only fill out ONE of the following three
checklists. Please forward the checklists to OW?’s Information Quality Guidelines Officer
(currently Leo Guerigunian, 564-0388) for approval and signature. The checklist must then
be signed by your Division Director, and a copy sent to your Quality Assurance Officer.
Please also note that outside cntities may filc Requests for Correction (i.c. complaints) to
EPA, citing non-compliance with EPA’s Information Quality Guidelines.

version 2.2 (January 10, 2003)



**Note: OGWDW staff should send their completed checklists divectly to their Divisioi
Directors. They should work with the OW IQ Guidelines Officer, as their projecty und
checklists are being developed.



Office of Water
Information Quality Guidelines Checklist for
Influential Information

Influential Information has or will have a clear and substantial impact on important public
policies or private sector decisions. (Includes OMB cconomically significant actions, peer
reviewed documents, top Agency policy documents, and other actions on a casc-by-case basis.)

a The information te be disseminated is covered under The Guidelines.
a The information is in compliance with EPA’s Quality System and other related policies.
u The information is in compliance with Office of Water’s Quality Management Plan.
a The information is consistent with the OMRB definition of “quality,” meaning the
information has a high level of objectivity, utility, and integrity.
a Objectivity: information is presented in an accurate, clear, complete, and
unbiased manner, and as a matter of substance, is accurate, reliable, and unbiased.
a Integrity: the information cannot be compromised through corruption or
falsification becausce it is sccure from unauthorized access or revision.
a Utility: the information is useful to the intended users.
a The information meets “reproducibility” standard.
The information and its accompanying documentation has a higher degree of
transparency regarding the following:
a The source of the data used
a The various assumptions employed
u The analytic methods applicd
) The statistical procedures employed
Division Dircctor’s Signature & Date [QG Officer for OW Signature & Date

tOfficer sipnature Not needed for OGWDW staft)

#*f your information docs not comply with any of these items, please attach bricf explanation of
any omissions. Pleasc forward a copy of this document to your office’s Quality Assurance
Officer.

version'2.2 (January 10, 2003)



Office of Water
Information Quality Guidelines Checklist for

Influential Risk Assessment Information

Influential Scientific Risk Assessment Information has or will have a clear and substantial
impact on important public policies or privale scctor dectsions. (Includes OMB economically
significant actions, peer reviewed documents, top Agency policy documents, and other actions

on 4 case-by-case basis.)

OCou

The information to be disseminated 1s covered under The Guidelines.
The information is in compliance with FPA’s Quality System and other related policies.
The information is in compliance with Office of Water’s Quality Management Plan.
The information is consistent with the OMB defimition of “quality,” meaning the

information has a high level of objectivity, utility, and integrity.

4

|

-

The information meets “objectivity
] ¥

-

Objectivity: information is presented in an accurate, clear, complete, and

unbiased manner, and as a matter of substance, 1s accurate, reliable, and unbiased.

Integrity: the information cannot be compromised through corruption or
falsification beeause it is secure from unauthorized access or revision.
Utility: the information is uscful to the intended users.
7 standard.
The information is accurate, reliable, and unbiased:

-best available science and supporting studies conducted using sound  and
objective scientific practices, including peer reviewed studies

-data were collected by accepted methods or best available methods (if the
method’s reliability nature of the decision justifics the usc of the data)

Prescntation of information on human health, safety, or cnvironmental risks,
consistent with the purpose of the information, is comprehensive, informative,
and understandable. Each of the following must be specified:

-each population addressed by the risk or cach risk asscssment endpoint
addressed by any estimate of applicable ccological risk

-cxpeeted risk or central estimate for the specific populations affected or the
ccological assessment cndpoints

-upper-bound and lower-bound estimate of risk

-significant uncertaintics identified, and studies that would assist in resolving

uncertaintics

-peer reviewed studies known to the Administrator that support, arc directly
relevant to, or fail to support any estimate of risk and the methodology used to
reconcile inconsistencies in the scientific data



Division Director’s Signature & Date [QG Officer tor OW Signature & Date
{Offcer siznature Mot needed for QGWDW s1alh)

**|{ vour information does not comply with any of these items, pleasc attach brief explanation of any omissions.
Please forward a copy of this document to your office’s Quality Assurance Officer.

version 2.2 (January 10, 2003)



Office of Water
Information Quality Guidelines Checklist for

Non-Influential Information

The information to be disseminated s covered under The Guidelines.

The information is in compliance with EPA’s Quality System and other related policies.
The information is in compliance with Office of Water’s Quality Management Plan.
The information is consistent with the OMB definition of “quality,” meaning the

oodo

information has a high level of objectivity, utility, and integrity.

a Objeetivity: information is presented in an accurate, clear, complele, and
unbiased manner, and as a matter of substance, js accurate, rcliable, and unbiased.

a Integrity: the information cannot be compronnscd through corruption or
falsification because it 1s secure from unauthorized access or revision.

a Ctulity: the information is useful to the intended users.

!

o Meects “transparency” quality standard: the public can understand the source of the

information and how conclusions were reached on the information.

Division Director’s Signature & Date 1QG Officer for OW Signature & Date

(Officer signaturc Not needed lor OGWDW
stafl)

*#1f your information does not comply with any of these items, please attach brief explanation of
any omissions. Please forward a copy of this document to your office’s Quality Assurance
Officer.



(1)

(2)

Helplul information for Completing OW IQG Checklists

The information is in compliance with EPA’s Quality System and other related
policies.

Of specific interest:

EPA INFORMATION QUALITY GUIDELINES

EPA PEER REVIEW POLICY:
Is this product a major product under the Agency’s peer Review Policy?

Described in the Science Policy Council Peer Review Handbook, the EPA Peer Review
Policy regards major scientific and technical work producis as those that have a major
impact, involve precedential, novel, and/or controversial issucs, or the Agency has a legal

and/or statutory obligation (o conduct a peer revicw.

If so, has it undergone appropriate peer review? Or, is your AA-ship or Region able to
articulate why peer review was not conducted?

EPA QUALITY SYSTEM:
Does this product present or use environmental data?

» [fso0, did this product complete a Quality Assurance Project Plan (QAPP) or
equivalent document(s) for all applicable projects and tasks involving environmental
data?

= Did this product conduct an assessment of existing data, when used to support
Ageney decisions or other secondary purposes, to verify that they are of sufficient
quantity and adequate quality for their intended use?

EPA RISK CHARACTERIZATION POLICY AND HANDBOOK, AND OTHER

RISK POLICIES

»  The EPA Risk Characterization Policy and Handbook provide guidance for risk
characterization that is designed to ensure that critical information {from cach stage of
a risk assessnicnt is used in forming conclusions about risk. The Policy calls for a
transparent process and products that are clear, consistent and reasonable. The
IHandbook is designed to provide risk assessors, risk managers, and other
decision-makers an understanding of the goals and principles ol risk characterization.

Ensuring transparency:

version 2.2 (January 10, 2003)



Currently, the EPA 1QGs do not describe in great detail how EPA intends to ensure transparency
and what exactly transparency consists of but rather state in a general sense EPA’s renewed
commitment to information transparency for all information products.

The Office of Environmental Information rccommends inclusion of the following 5 basic
elements in an information product that is being released to the public. This information should
be easy to find within a product.

1. Purpose - information products should clearly state the purpose of the product itsclf.
The product should also include a discussion of the intended audience, why the product
was created, and an overview of the analysis behind and/or information within the
product.

2. Explanation of Potential Uses — information products should provide cxplanations

of how the various types of information and/or analyses presented 1n the product can
used. Each information product should clearly convey why the product was developed
(i.e., what its intended use is). This will help users ascertain product quality as it suits
their own needs.

3. Product content: Inputs, Mecthodalogy, and Outputs — the product should clearly
explain to product users the sources of data used to develop the information product
(inputs), the scope of the analysis and how the information was put together
{methodology), and the information that is made uniquely available through the
information product (outputs).

4. Product Limitations and Caveats - a product should clearly state the strengths and
weaknesses of the information product, and the accuracy of the source data used for its
intended use. In addition, the metadata should alse discuss the implications of data
quality on the product itself. Furthermore, this where a product developer should be
informing the user of the origins of the data and the guality considerations associated
with sccondary use. The product should describe the difference between why the data
was initially collected and how such quality considerations are accommodated in the
most recent use by EPA in this new product.

5. Contact information — the information product should explain users with basic
contact information. Products should let users know who is responsible for the product
and whom they can contact to obtain more information and/or obtain answers to
questions they may have on the product or any analyses presented in the product. This is
also important in case the user wishes (o submit a Request for Correction or later a
Request for Reconsideration. The user should be able to tell which Program and/or
Region the product came from.



WHAT ARE REQUESTS FOR CORRECTION AND REQUESTS FOR
RECONSIDERATION, AND HOW DOES OW RESPOND TO THEM?

The public and outside entitics may send complaints to the Office of Environmental Information,
stating that EPA information does not comply with OMB’s or 'PA’s Intormation Quality
Guidelines. These complaints are called Requests for Corrections (RFC). These requests should
include contact information of the requester, a description of the EPA information 1n question, an
explanation of how the information does not comply with the Guidelines, a recommendation for
corrective action, and an explanation of how the alleged error affects or how a correction would
henetit the requester.

When an RFC is received by OEL they will send the RFC to OW, if the information in question
is under our jurisdiction. OFEI will send the REFC to OW’s 1Q Guidelines Officer, currently Leo
Gueriguian, who will then prepare a controlled correspondence to the Office, who has
disseminated the information. In addition, 2 memo will be sent to managers informing them of
the Request. The OW Program Office will be responsible for cralting a response. If the
response is an approval, the Office Director may sign the response and send it to the requester of
the correction. In addition, a copy should be sent to OW’s 1Q Guidelines Ofticer. If the
response is a disapproval, the response should be sent to the Assistant Administrator for
concurrence on the decision. After AA concurrence, the response will be sent to the outside
requester, with a copy to OW’s 1Q Guidelines Officer. OW has 90 days to respond to requester.
I additional time is needed for making a decision on an RFC, OW must send requester a lelter
informing them that OW is currently processing their request. Pleasc sce OW RFC Process
Diagram.

If the requester does not agree with the decision by EPA, they have the right to an appeal,
officially called a Request for Reconsideration (RFR). The RFR is sent te OFI, who contacts
OW. The decision on RFRs arc NOT made by OW, but by an execulive pancl consisting of
EPA’s Chief Information Officer, Science Advisor, and Economics Advisor. OW will be
consulted, prior to any decision. The OW IQ Guidelines Officer will contact all managers and
staff affected by the RFR and convene a mceeting to discuss OW’s stance on the RI'R.

version 2.2 (January 10, 2003)



EPA

Urited States Environmental Protection Agency
Washington, DC 20460

Work Assignment

Work Assigrimant Number

[:I Amengment Kumbear:

D Otkar

Contragt Mumber Contract Periad Toore DRI B SR A Title of Work Assignment/SF Site Name
g M L ) . . e
Caa R Hasea Cptior Period Nurmber B Dol
Zontractar ZFpecify Soction and paragrap- ot ot
v Lewles B0 G d p s

FPurpnae

L]

D War Aasgnerent Close Jut

D ceremgria Funding

Wiork Assignment

Werk Assignmen: Ame-dment

Fer.cd of Padfarmranca

; F A6 Te L2730 Fo004
wiork Pla Approva om0 L !
Commerns,

[:l s Accounting and Appropriations Data hon-5 . perfund

Nate Te epert adotonal ascousii-g and appropiations date use TPRA Form 1800634,
8RO
tidor 2} I:l

o | BeR Bucgebhy Apvroprialinn A.dget SrgiCede I'ragam Eerient Chjeat Class Amrount (Gellars) (finnta) SileiPraen Grat OrgiCoce
‘j (Max &% HEREREN Coge (Max B) [Max 7} iMax &) [hax 4] (Matx B) {Max 7;
2 "
3
4
5

Authorized YWork Assignment Ceiling

Caniract Perod:

JUTS2000

To

Te 2

S11%,957.00

LOF 0

Wark Plan { Cost Estimate Approvals

Coentractor WE Dase

Cogfree. 27709, 951,00

Qi/575014

Curulative Approved

CostFer 5 -G G&°

<

Work Assignmes Manage: Namna

S b

Nt o
RN o el e

Branch/Mail Cade:

Phore Number 237 -5

FSignaturs) (atel FAX. Number:
Projec: QF cer karre G hea B Branch/Mail Code:
Phone Number, Z02-0828-
(Signature) {Date; FAX Nurmber:
Other Agency OF ¢ al Narmn Branch/Mai! Code:
Phone Number: Z02-564-1107
(Signatiira) {Dte) FAX Mumber:
Contracting fhoalName 547 ol ’ Branct/Mal Coce:
¢ /I/L\_///;L/(/ P // ¢ //' Phone Numbar 57 3—457-20
TSigratue) (Ot Fi F FAX Number:

Wi Azsignment oo,

SebForms w10




. . . Wark Assignment Mumer
United States Envirenmental Protection Agency o g
EPA Washington, DC 20460 4-10
Work Assignment [ ] oter Amcndment Number:
0COa0L
Contract Number Gontract Peried 01 /01/2012 Te 12/31/2014 Title of YWork Assignment/SF Site Name
EP-C-11-C05 Base Option Period Number 3 Secondary Corntact Water Quallit
Cantractar Specify Section and paragraph of Contract 50W
ICF Trhegor¥porated, L.L.C.
i D Work Assignment [:I Wark Assignment Close-Out Period of Performance
Wiork Assignment Amendment D Incremental Funding
D ior Bian Appraval From 01/01/2014 Te 12/31/2014
Commants
D Superfund Accounting and Appropiiations Data Non-Suparfund
o Mote: Ta report additiznal accounting and apprapiations date use EPA Form 1900-694,
[
o LDEN HLdgotFy Appropnat:on Budget OrgiCode Program Element  Object Class Amaunt (Dalars}t [Cents] Sile/Project Cost Drg/Code
_g_ [Max £} [Max 4} Code {Max &) [Max 7} [Max 5) (hax &3 (Max 8] (Max 7}
2
3
i)
5
Authorized Work Assignment Ceiling
Contract Periad: CostiFee: 10
CL/01/2G21 To z2/32/2014
This Actizn
Tatal:
Work Plan / Cost Estimate Approvals
Coentracter WP Datad CosiFon: LOE:
Curnulatve Approvec. CostiFes. LOE.
Work Assignment Manager Name  Sharon Napplier Branch/Mail Cede:
Fhone Number 2002- 5660740
TSignatore) {Date} FaX Mumbier:
Project Officer Mame Shir Ley Harry ison Branchiiail Code:
Phone Number: 202-566-1107
{Signaturs) {Date) FAX Number:
Crher Agency OfimalName Shirley [arriscn Branch/Mail Code:
Phone Numper, 202-566-21G7
[Signature) (Data) FAX Number:
Crntracting Officia, Ngma Sandra Stargiy‘;t—-'_iicis / Branch/Mail Code:
'\\j/}"[_/{/b&t_" . /éé’é(_l,f] Z" /f‘/ki/ Phone Number: 5713-487-2006
[Sigrature) (Ocfe) i FAX Number:

Wark Assignrent Form, [WoaForms w1.0)




PERFORMANCE WORK STATEMENT
ICF CONTRACT EP-C-11-{H)5
WORK ASSIGNMENT #3-10Amendment |

Title: Secondary Contact Water Quality Standards for Pathogens

Work Assignment Contracting Officer
Representative (WACOR): Gary Russo  (Mail Code 4305T)

Standards and Health Protection Division
Officc of Water, Office of Science and ‘T'echnology
1200 Pennsylvania Avenue, N.W.
Washington, DC 20460
Phone (202} 566-1335
E-mail: russo.gary@epa.gov

Alternate WACOR: Sharon Nappicr (Mail Code 4304T)
Health and Ecological Criteria Division
Office of Water, Office of Science and Technology
1200 Pennsylvania Avenue, N.W.
Washington, DC 20460
Phone (202) 566-0740
E-mail: nappier.sharonf@epa.gov

Period of Performance: Work Assignment Amendment Issuance through December 31, 2014
Contractor SOW: 3.1,3.3,and 3.4

CBI: No confidential business information will be needed for this work assignment.
Background:

The EPA has recently revised its bacteriological water quality criteria under section 304(a) of the
Clean Water Act {CWA). The new revised criteria primarily address water quality standards for
“primary contact” recreational uses but do not significantly address “secondary contact”
rcercational uses. Primary contact recreation is typically defined as water-based recreational
activities that could be expected to result in the ingestion of or immersion in water such as
swimming, water skiing, or surfing. Secondary contact recreation is typically defined as water-
based recreational activities where contact with the water 1s either incidental or accidental, and
the probability of ingesting appreciable quantities of water 1s minimal.

Current EPA policy allows States, tribes and territorics to adopt bacteriological criteria for
secondary contact uses that arc less stringent than criteria for primary contact uses. The
justification for less stringent secondary contact criteria is based on the assumption that



secondary contact activities are associated with ¢xposure to fewer pathogenic organisms. I is
belicved that a higher concentration of pathogens in water is counterbalanced by a lower
potential exposure to those pathogens, resulting in the same risk of illness in secondary
recreational actlivities as risks associated with primary recreational activities. However, the
potental for pathogen exposure during different recreational activitics is not well characterized,
and there is currently no scientific consensus on whether or not they are in fact associated with
different risks of illness (differential risk).

Although there is a body of scientific literature addressing the risk of illness associated with
various water-based recreational activities, the relationships between different activities, water
quality, and health risks arc not well understood. The wide ranges of existing studies often have
ambiguous results or support conflicting conclusions. Such ambiguity and/or disagreement may
be due 10 a variety of reasons, including differences in the questions being addressed,
differences, biases and/or flaws in the way the studies were designed or conducted, differences in
interpretation of the study results, or simply due to chance.

Purpose of Amendment:

The purpose of this amendment is to add a new Task 4 and continue to support the current work
for evaluating the scientific evidence for or against differential risk between primary and
secondary contact recrcation. The overall goal of this work is to provide objective and
transparent synthesis of scientific studies addressing the risk of iliness associated with primary
and secondary contact recreation, and use this information to inform EPA policies and decisions
assoclated with recrcational water quality standards for the protection of public health. The
contractor shall submit a revised cost estimate for this amendment. All other tasks and
deliverables remain the same.

Task 4

The contractor shall provide ongoing support for a systematic review evaluating the risk of
iliness associated with primary and secondary recreational activities in sewage-contaminated
surfacc waters. The contractor shall perform the following activities consistent with the
previously developed systematic review protocol (Appendix 1-attached):

1. Perform data extraction and risk of bias assessment for publications not yet evaluated.

2. Devcelop qualitative synthesis of all studies meeting the inclusion criteria.

3. If sufficient quantitative data are available, evaluate the overall risk of illness by
statistically combining the results of all studies using meta-analysis.

4. Summarize main issues of validity and meaning of the study consistent with the PRISMA
Statement.

5. Develop systematic review report summarizing the revicw.



6. Develop one or two manuscripts detailing the systematic review for publication in a high-
quality, high-impact, peer-reviewed journal.

e Dixliverable — Systematic review summary report.
e Deadline — Thirty (30) days after complction of qualitative and quantitative
analysis.

» Decliverable — Draft manuscript.
e Deadline — thirty (30} days after conclusion of summary report.
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Title: Support for Developing Technical Support Materials for Deriving Site-Specific Water

Performance Work Statement
ICF Contract # EP-C-11-005
Work Assignment #3-11

Quality Criteria Based on Alternative Health Relationships

Work Assignment Manager: John Ravenscroft (Mail Code 4304T)

Alternate WAM:

Office of Water, Office of Science and Technology
Health and Ecclogical Criteria Division

1200 Pennsylvania Ave, N.W.

Washington, DC 20460

Phone {202} 566-1101

E-mail: ravenscroft.john®@epa.gov

Shamima Akhter {(Mail Code 4304T)

Office of Science and Technology, Office of Water
Health and Ecological Criteria Division

1200 Pennsylvania Avenue, NW

Washington DC, 20460

Phone: 202-566-1341

E-mail: akhter.shamima@epa.gov

Period of Performance: Work Assignment Issuance through December 31, 2014

**Note: No CBI data will be needed in the course of this work assignment.

Contractor PWS: 3.1, 3.3, and 3.6

Goal: The overall goal of this work assignment is to develop implementation guidance for States
and Tribes to use in developing site-specific water quality criteria based on alternative human

health associations with water guality measures.

Objectives:

1. Produce a comprehensive report for internal EPA evaluation detailing the framework,
process, and scientific foundation that the intended end users of this information (i.e.,
States, Tribes, and EPA) can utilize in developing and evaluating a site-specific water
quality standards package based on an alternative human health relationship with water

quality.



2. Respondto £EPA and peer review comments on the report covered in Objective 1.

3. Produce a polished report in response to Objective 2 that the Agency can publish on its
website

4. Produce communications materials to accompany reports including: a 1 to 2 page
nontechnical synopsis, a technical summary document written in non-academic style for
a non-scientific audience, a ‘guestions and answers’ {Q&As) document covering areas of
potential inquiry from nontechnical and technical audiences {both internal and
external), and others as determined by the EPA WAM via technical direction.

Background: EPA recently issued new CWA 304(a) Recreational Water Quality Criteria (RWQC)
at the end of 2012. The science underpinning the new criteria describes human heaith effects
and water guality studies conducted in waters impacted primarily by human sources of fecal
contamination. EPA recommended water quality criteria for fecal indicator bacteria based on
the epidemioclogical studies conducted by EPA’s Office of Research and Development (ORD).
These studies were conducted at a subset of recreational waters impacted by human fecal
contamination. While EPA considers these recommended criteria to be scientifically defensible
and protective of the use on a national basis, the Agency recognized that certain site-specific
conditions exist that would allow alternative, equally protective, criteria to be considered for
Water Quality Standards. EPA clarified additional potential approaches to developing site-
specific water quality criteria in Section 5 of the draft RWQC published in December 2011.
These approaches focused on three main areas: 1} alternative indicators; 2} alternative sources
of fecal contamination; and 3) alternative health relationships. This work assignment addresses
the alternative health relationship approach.

Generally speaking, the alternative health relationship approach would consist of the
development of a site-specific recreational water quality criteria derived from a human health
association with water quality that differs from the cne EPA has used as the basis for the
nationally-applicable 2012 recommendations. EPA has committed to publishing
implementation guidance, hereafter termed Technical Support Materials (TSM), for use by
States and Tribes who may be interested in pursuing the development of site-specific criteria,
This work assignment covers the various aspects needed to develop these TSM, including the
collation and development of background and supplemental information needed for the
application of this approach in the development of site-specific Water Quality Standards
packages to be evaluated by EPA.

Quality Assurance: The tasks in this work assignment {WA) require the use of secondary
data/analyses and fall under the scope of the approved contract-level QAPP. Consistent with
the Agency’s quality assurance {QA) requirements, the contractor must assure the quality and
analyses of the secondary data and other data collected to be used under this work assignment.



The Contractor shall discuss with the EPA WAM if any of the specific work assignment tasks are
not readily covered under the approved QAPP. Any additional quality assurance requirements
must be addressed in the work plan and monthly progress reports and, if needed, be covered
by a WA-specific QAPP supplement, which must be approved by the EPA before activities
covered by the additional QA language begin under this work assignment.

Task 1: Work plan, menthly progress reports and quality assurance
Task 1.1; Work plan

The contractor shall develop a work plan to address all tasks in this work assignment.
The work plan shall include a schedule, staffing plan, level of effort (LOE}, and cost estimate for
each task, the contractor’s key assumptions on which staffing plan and budget are based, and
qualifications of proposed staff. If a subcontractor(s) is proposed and subcontractors are
outside the metropolitan DC area, the contractor shall include information on plans to manage
work and contract costs. All P levels, hours and total dollars for each task will be provided and
costs greater than $100.00 shall be itemized in detail. The contractor shall provide their job
number with all invoices to facilitate their expediency.

This task also includes monthly progress and financial reports. The monthly progress
report shall indicate in a separate QA section, whether significant QA issues have been
identified and how they are being resclved. Monthly financial reports must include a table with
the invoice LOE and costs delineated by the tasks in this WA. These reports should also indicate
an estimate for the next month by task and if any lagging costs are expected. EPA realizes these
estimates are just approximate values and is interested in having this information for internal

budgeting purposes.
Task 1.2: Information Quality Guidelines

The Contractor shall ensure the products developed under this work assignment comply
with the EPA Information Quality Guidelines and shall complete the Checklist for Infiuential
Information as needed for each deliverable from this work assignment as they may be used in
Agency decision-making and/or will be publicly available documents. The EPA WAM will provide
the checklist to the Contractor. The Contractor shall provide a memorandum describing how
the planned product(s) developed meet EPA’s Information Quality Guidelines checklist. As part
of that memo, the Contractor shall document the quality assurance procedures it used in
developing the deliverables under this Work Assignment. The Contractor shall provide the
memo at the time it delivers the Final Summary Report. As directed by the EPA WAM, the
Contractor shall have a teleconference with the EPA WAM to discuss the Guidelines and the

Contractor’s role in completing the checklist.



Task 2: General Project Support and Development of TSM Considering Alternative Health
Retationships

EPA is planning to make available guidance to States for consideration in developing site-
specific Water Quality Standards (WQS) packages utilizing alternative human health
associations with water guality measures. Task 2 comprises the different facets of the guidance
development project and includes project planning, communication strategies, and document
preparaticn,

Task 2.1, Project planning and manggement

The Contractor shall conduct project strategic planning in conjunction with the EPA
WAM. The purpose of this subtask will be to develop a comprehensive plan that includes all
related tasks and deliverables in the context of the Agency timeline for publishing RWQC and
implementation guidance. The plan will also describe how each task or subtask will aid EPA in
meeting its goals in regards to the publication of technical support materials in support of
criteria implementation and may be iterative in nature. Project management coordination
between the EPA WAM and the Contractor shall occur for the duration of the work assignment.
Regular periodic meetings between the EPA WAM and the Contractor shall occur once the

workplan has been approved.
Task 2.2.Project communication support

The contractor shall, based on technical direction given by the EPA WAM, provide
support in preparing interim project updates and other materials for internal and external
audiences. These may include, but are not limited to, short briefing documents and PowerPoint
presentations. The Contractor may also be directed to participate in briefings and meetings.
The Contractor may also be directed to prepare reports for communication outside the EPA
based an deliverables generated by tasks under this work assignment. The Contractor shall
coordinate with the EPA WAM for the proper timing and need for these activities.

Interpretation and meta-analyses of epidemiological evidence are two potential
technical areas that will need to be considered in the preparation of the TSM. The Contractor
shall anticipate the need to discuss specific topics of a highly technical nature with ORD
epidemiologists and also to convey the outcomes of such discussions to a non-technical

audience.



Task 2.3: TSM document development

The purpose of this task is to develop a guide for use by States and localities for the
purposes of deriving site-specific water quality criteria derived from aiternative human health
relationships to water quality, including information for evaluating the technical basis for the
site-specific criteria. This guide should also provide information for EPA, particularly for
Regional personnel who are tasked to evaluate State WQ5 packages. This document shall
discuss a process to help States determine if a water body is eligible for the development of
site-specific criteria, what information can be used to provide a line of evidence approach for
demonstrating human health relationships with water quality, the differing approaches to
establishing human health relationships with water quality, a compariscn of site-specific health
relationships to those used by EPA as a basis for the nationaily recommended water quality
criteria, a potential epidemiological and Quantitative Microbial Risk Assessment (QMRA] hybrid
approach for demonstrating human health relationships, how to prepare a site-specific water
quality standards package, and other topics as needed to be specified by the EPA WAM {and in
consultation with HECD’s partners in SHPD). The main goal for this deliverable is to produce
guidance for use by States in developing microbial WQS that are scientifically defensible,
protective of the recreational designated use, and meet EPA standards for consideration and

potential approval.

This document should be clear to a potentially non-technical audience on the state of
the science for epidemiology and risk assessment. For example, a good discussion wilt be
needed for comparing results from various epidemiological studies conducted with different
study designs. The discussion should include what the differences between the study designs
are and what impact they have on the potential interpretation of the results, particularly in
terms of comparing study results to EPA’s recommendations. This type of discussion will be
important for evaluating the scientific defensibility and protection of the designated use for any
site-specific criteria derived from alternative study designs. The Contractor shall use examples
from the peer reviewed literature, where possible, to highlight this discussion.

The draft deliverable for this task {see table below) will need to be peer reviewed by a
3™ party. The Contractor shall respond to the peer reviewer comments as directed by the EPA
WAM via technical direction in preparation of the final deliverable. The final deliverable shall be
Section 508 compliant as specified in the US Rehabilitation Act internet-based publications.

This task will require the Contractor to attend meetings with the EPA WAM and other
staff at EPA Headquarters during the period of performance for the purposes of project
updates, planning and communication.



All appropriate clearances and approvals reguired by Agency policy in support of any
and all conference related activities and expenses, including support of meetings, conferences,
training events, award ceremonies and receptions, shall be obtained by the EPA PO as needed
and provided to the Contracting Officer. Work under conference related activities and
expenses shall not cccur until this approval is obtained and provided by the PO.

General Requirements of the Work Assighnment and Schedule:

Due Dates: The Contractor shall provide due dates that are mutually acceptable with the EPA
WAM. The Contractor shall notify the EPA WAM in advance, if a due date will not be met and
request a revised date.

Delays: The Contractor shall make every effort to ensure there are no Contractor-caused
delays. If a delay is inevitable, it is the Contractor’s responsibility to notify the EPA WAM at the
first sign of said delay. A revised schedule will then be worked out.

Draft Documents: The Contractor may be required to submit draft documents. Draft
documents shall be prepared in an electronic format compatible with current Microsoft
products. EPA WAM will provide comments on draft submissions prior to submission of final

documents.

Final Documents: The Contractor shall submit final documents both electronically and in
hardcopy to EPA WAM.

Task Knowledge and Skills Required: The Contractor shall have expertise in preparing the
materials associated with this work assignment and be knowledgeable with the various fields of
discipline discussed, including epidemiclogy, microbial risk assessment, biostatistics, and
environmental microbiology. The Contractor shall be familiar with the different programs under
the CWA, use of water quality monitoring, determination of human exposure to environmental
contaminant sources, and gastrointestinal {or other) disease endpoints, applications of
epidemiological data, and other factors associated with needs in recreational water quality and
CWA 304(a) criteria development. The Contractor shall also be able to communicate the study
outcomes and recreational outbreak data to a non-technical audience.



Milestone/Deliverable Table

Task Task # Milestones and Due Dates
Task 1: Wark plan, monthly progress reports and
guality assurance
Within 15 catendar d i k
Wiarkpian i I. n ar days of receipt of wor
assignment
Discuss with EAP WAM within 15 calendar
Information Quality Guidelines 132 days of receipt of work assignment. 1QG
checklists due with final deliverable {can be
included with QA materials).
Task 2: General Project Support
21 Update current plan as needed. Schedule
Project Planning and Management pericdic meetings with EPA WAM after
approval of workplan.
After the workplan approval, throughout the
peried of performance. Communication
Project Communications Support materials will be informed by the resuits and
2.2 be targeted for different audiences..
Revised Draft for internal review, mid
January [communication materials
included]; CPA may have additianal
comments; quick turnaround on any
. . comments so that the peer review can begin
Technical Support Materials 2.3

by mid-March, 3 party peer review will
take approximately 90 days; Contractor shall
coardinate with EPA WAM on the response
to comments; Final by 6/30/14 contingent
on EPA comments,
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PERFORMANCE WORK STATEMENT
ICF CONTRACT EP-C-11-005
WORK ASSIGNMENT # 3-11 Amendment 1

Title: Support for Developing Technical Support Materials for Deriving Site-Specific Water
Quality Criteria Based on Alternative Health Relationships

Work Assignment Contracting John Ravenscroft (Mail Code 4304T)
Officer Representative (WA COR): Office of Water, Office of Science and Technology
Health and Ecological Criteria Division
U.S. Environmental Protection Agency
1200 Pennsylvania Ave, N.W.
Washington, DC 20460
Phone (202) 566-1101

E-mail: ravenscroft.john @epa.gov

Alternate WACOR: Shamima Akhter (Mail Code 4304T)
Office of Water, Office of Science and Technology
Health and Ecological Criteria Division
U.S. Environmental Protection Agency
1200 Pennsylvania Avenue, NW
Washington DC, 20460
Phone: 202-566-1341
E-mail: akhter.shamima@epa.gov

Period of Performance: Work Assignment Amendment Issuance through December 31, 2014

**Note: No CBI data will be needed in the course of this work assignment.
Contractor PWS: 3.1, 3.3, and 3.6

Purpose of Amendment: The purpose of this amendment is to provide additional LOE and
funding for the existing tasks. Deliverables under task 2 have necessitated additional rounds of
review and editing that were not anticipated when the original work assignment was prepared.
The additional LOE and funding will help to prepare useful deliverables of sufficient quality for
EPA and maintain project timelines. Unless specifically mentioned, the language contained in
the original work assignment still applies (e.g., Information Quality Guidelines, QA section,
etc.). All deliverables and milestones remain unchanged. Additional resources are also being
provided for Task 1 for the remainder of the period of performance. The contractor shall submit
a cost estimate for this amendment.
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PERFORMANCE WORK STATEMENT
ICF CONTRACT EP-C-11-005
WORK ASSIGNMENT # 3-12

Title: Human Health Assessment: Legionella in drinking and ambient water

Work Assignment Contracting Officer Representative (WACOR):

Alternate WACOR:

Shamima Akhter (MC-4304T)

US Environmental Protection Agency (US EPA)
Office of Water, Office of Science and Technology
Health and Ecological Criteria Division

1200 Pennsylvania Ave, N.W.

Washington, DC 20460

Phone (202) 566-1341

E-mail: akhter.shamima@epa.gov

John Ravenscroft (MC-4304T)

US Environmental Protection Agency (US EPA)
Office of Water, Office of Science and Technology
Health and Ecological Criteria Division

1200 Pennsylvania Ave, N.W.

Washington, DC 20460

Phone (202) 566-1101

E-mail: ravenscroft.john @epa.gov

Contractor PWS: 2.2, 3.1.6, and 3.1.8

Period of Performance: Issuance through December 31, 2014

Background:

The mission of the U.S. Environmental Protection Agency’s (EPA) Office of Water is to protect
public health and the environment from adverse effects of pollutants (e.g., toxic chemicals and
microbial pathogens) in ambient water, drinking water, wastewater, sewage sludge and
sediments. The Safe Drinking Water Act (SDWA) requires the EPA to regulate disease-causing

organisms (pathogens) and toxic chemicals in drinking water.

The Safe Drinking Water Act requires the U.S. Environmental Protection Agency (EPA) to
publish regulations to control disease-causing organisms (pathogens) and hazardous chemicals in
drinking water. One of the regulations published by EPA to control pathogens is known as the
Surface Water Treatment Rule (54 FR 27486; June 29, 1989). The Surface Water Treatment
Rule seeks to prevent waterborne diseases caused by viruses, Legionella, and Giardia lamblia.
These disease-causing microbes are present at varying concentrations in most surface waters.
The rule requires that water systems filter and disinfect water from surface water sources to

reduce the occurrence of unsafe levels of these microbes.



The Maximum Contaminant Level (MCL) for Legionella is a Treatment Technique. Under U.S
EPA’s Surface Water Treatment Rule, systems using surface water or groundwater under the
direct influence of surface water must control Legionella (U.S. EPA 2002). EPA believes that if
Giardia and viruses are removed/inactivated according to the treatment techniques in the surface
water treatment rules, Legionella will also be controlled. EPA has established a Maximum
Contaminant Level Goal (MCLG) of zero organisms for drinking water.

Legionella are small gram-negative rod-shaped bacteria. Over 40 individual species of
Legionella are known. The majority of human infections are caused by the species Legionella
prneumophila. Legionella pneumophila was first discovered following a pneumonia outbreak at
the 1976 Convention of the American Legion in Philadelphia. Legionella bacteria are found
naturally in the environment, usually in water. The bacteria grow best in warm water, like the
water found in hot tubs, cooling towers, hot water tanks, large plumbing systems, or parts of the
air-conditioning systems of large buildings and large plumbing systems (such as those found in
Hospitals). Legionella bacteria in water are a health risk if the bacteria are aerosolized (e.g., in an
air conditioning system or a shower) and then inhaled. Inhalation can result in a type of
pneumonia known as Legionnaires disease or Pontiac fever (both referred to as legionallosis).
Legionellosis is a nationally reportable disease and an estimated 8,000 to 18,000 people are
hospitalized with Legionnaires’ disease each year in the U.S. according to the Centers for
Disease Control and Prevention (CDC). Control methods designed to disinfect an entire water
distribution system include thermal (super heat and flush) hyper-chlorination copper-silver
ionization. Control methods designed to disinfect only a specific portion of a water distribution
system include ultraviolet light sterilization, ozonation and instantaneous. Selecting one or a
combination of these two types of control methods would be best for eradicating Legionella
colonies and preventing recolonization of the water distribution system.

The purpose of this document is to serve as an informal technical guidance to assist Federal,
state, and local officials responsible for protecting public health when emergency spills or
contamination situations occur.

Quality Assurance: Task 2 in this work assignment require the use of secondary data and
require a QAPP specific to the activities being conducted. Consistent with the Agency’s quality
assurance (QA) requirements, the contractor must supplement the quality assurance project plan
(QAPP), required under Task 1 of this work assignment, to assure the quality of the secondary
data and other data collected to be used under this work assignment. The QAPP must be
approved by the EPA WACOR before activities using secondary data begin.

The project specific quality assurance requirements must be addressed in the work plan and
monthly progress reports as specified under Task 1 and should follow the attachment titled,
QAPP Requirements for projects using secondary data.

Performance Work Statement (PWS):
The work in this PWS will fall under the following tasks:



Task 1: Work plan and monthly progress reports

Task Area 1.1. Work Plan

The contractor shall develop a detail work plan and cost estimate for each task outlined in
this work assignment. The plan should contain, but not limited to, work-flowchart,
elaborate schedule (task-wise), staffing plan and qualifications of proposed staff, budget
for each task and level of effort (LOE). Prior to the submission of the work plan, the
contractor shall consult with the EPA WACOR via conference call to mitigate any
potential issues that need clarifications. The contractor shall include information on plans
to manage work and control contract costs. All P levels, hours and total dollars for each
task will be provided and costs greater than $100.00 shall be itemized in detail. The
contractor shall provide their job number with all invoices to facilitate their expediency.

This task also includes monthly progress and financial reports. The monthly progress
report shall indicate, in a separate QA section, whether significant QA issues have been
identified and how they are being resolved. Monthly financial reports must include a
table with the invoice LOE and costs’ broken out by the tasks in this WA.

Task Area 1.2. Develop project specific QAPP

Task 2 in this work assignment require the use of secondary data. Consistent with the
Agency’s quality assurance (QA) requirements, the contractor must comply with the
contract level quality assurance project plan (QAPP) dated March 2012 to assure the
quality of the secondary data and other data collected to be used under this work
assignment. The project specific quality assurance requirements must be addressed in the
work plan and monthly progress reports.

The work plan shall explain if any additional QA supplemental information will be
submitted based on the specific data requirements of the WA. All projects in Task 2 that
involve secondary data must comply with the approved contract level QAPP prior to the
commencement of work.

Task 2: Develop Health Assessment document: Legionella

2.1 Literature search

In order to develop the document for Legionella, a thorough literature search, retrieval,
and characterization of the data base on Legionella need to be conducted. It is noted that
EPA will conduct In-house literature search from 1998 until now and will provide full
articles to the contractor through CD or electronically. The literatures prior to 1998 are
available at the Legionella: Human Health Criteria Document (EPA-822-R-99-001,
November 1999, www.epa.gov). The contractor is advised to include those literatures, if
needed for the health assessment document.

2.2 Develop analysis plan and conduct exposure and dose response analysis

The health assessment document shall be comprised of a comprehensive review of
published literatures on Legionella providing all relevant information, the general
characteristics of this bacteria, its occurrence in human and animal populations and in



water, drinking water exposures, dose response, the health effects associated with
Legionella infection are important features of the health assessment and all data of this
nature should be captured from both US and foreign data bases. The EPA WAM will
provide the outline for the drinking and ambient water health assessments to the
contractor. The contractor shall evaluate several different permutations of the available
feeding study dose response information for various strains and their combination.

The contractor shall coordinate with the EPA WACOR in the collection of datasets for
exposure and dose response from various sources for the analysis. Collection of datasets
will be conducted such that the Office of Management and Budget (OMB) Information
Collection Rule (ICR) will not be triggered.

2.3 Submit draft report of initial findings

The contractor shall prepare a draft Legionella health assessment document for the EPA
WACOR to review. The contractor shall insure that all factors that were applied to the
health assessment are stated and are transparent throughout the document. The contractor
shall include a list of references used for this task. In addition, the contractor shall also
include a list of unused references along with clear justification for not using them. The
contractor shall coordinate with the EPA WAM as inclusion or exclusion of any
references to the draft document.

2.4 Incorporate EPA comments and additional studies

The EPA WACOR will periodically search diverse data bases for potential new
information and will provide to the contractor. The contractor shall incorporate any
additional studies into revisions to draft report upon receipt from EPA WACOR. It is the
goal of EPA to gather as many examples as possible and available to help inform the
policy development process. The contractor shall also incorporate EPA WACOR review
comments to the document.

2.5 Submit revised report

The contractor shall then revise and finalize the health assessment document based upon
EPA WACOR review comments.

2.6 Communication piece

The contractor shall provide a brief communication (1- 3 pages) which will aid in
briefing manager and senior managers. The communication piece shall be written in plain
English language for non-technical people and the relevant scientific studies shall be
included as an attachment.

2.7 Response to the Peer Reviewer comments

Upon receipt of the EPA’s external expert peer-review of the Contractor’s Final Written
Report, the EPA WACOR will provide the contractor with the recommended edits and
modifications. The contractor shall address all recommended peer-review modifications.
Changes will be documented in a separate report for the record to describe how the peer-
review comments were incorporated into the final report.



Period of Performance/Milestones: It is the contractor’s responsibility to coordinate with the

2.8 Incorporate Peer Reviewer comments to the documents

The contractor shall incorporate all recommended edits and modifications to the
documents. The contractor shall provide the revised final report (and documented

changes to the report) to the EPA WAM WACOR for review.

2.9 Submit Final Report

Upon the EPA WACOR’s approval, the contractor shall send the final revised peer-
reviewed report in Microsoft Word, version 2003 or higher, to the EPA WACOR.

EPA WACOR while conducting these tasks.

Task

Milestone

Date due

1

1.1 Work Plan

Within 15 days of receipt of WA

il 1.2 QAPP Within 2 weeks of receipt of WA
I Kick-off meeting with EPA WAM Prior to the submission of the WP
2 2.1 EPA will provide literatures and 1week after WP approval
outline for the Health Assessment
document
2 2.2 Develop analysis plan and conduct 3 Weeks after WP approval
exposure and dose response analysis
2 2.3 Submit draft report of initial 1 month after WP approval
findings
2 2.4 Incorporate EPA comments and Six weeks after WP approval
additional studies, if identified
2 2.5 Submit revised report 2 months after WP approval
2 2.6 Communication Piece TBD
2 2.7 Response to the Peer Reviewer TBD
comments
2 2.8 Incorporate Peer Reviewer TBD
comments
2 2.9 Submit final report TBD

Knowledge and Skills Required: The contractor shall have expertise in preparing the

aforementioned materials and be knowledgeable with the various fields of discipline discussed in
this work assignment. The contractor shall be an accomplished microbial risk assessor with
experience in environmental media, especially water. The contractor shall have knowledge and

experience with the Legionella in water and water/wastewater treatment/disinfection

effectiveness. The contractor shall be experienced in evaluation of data bases, statistics, and
modeling regarding human exposure, dose response and health effects for application in

microbial risk assessments.




General Requirements of the Work Assigsnment and Schedule:

Due Dates: The contractor shall provide due dates that are mutually acceptable with the EPA
WACOR. The contractor shall notify the EPA WAM in advance, if a due date will not be met
and request a revised date.

Delays: The contractor shall make every effort to ensure there are no contractor-caused delays.
If a delay is inevitable, it is the contractor’s responsibility to notify the EPA WACOR at the first
sign of said delay. A revised schedule will then be worked out.

Draft Documents: The contractor may be required to submit draft documents. Draft documents
shall be prepared in an electronic format compatible with current Microsoft products. The EPA
WACOR will provide comments on draft submissions prior to submission of final documents.

Final Document: The contractor shall submit final documents both electronically and in
hardcopy to EPA WACOR.

Final Document: The contractor shall revise and incorporate all EPA’s comments and submit
final documents both electronically and in hardcopy (Microsoft version 2003 or higher) to the
EPA WAM. The Agency may decide to publish the report on the web. If this occurs, the report
will need to be 508 compliant and the EPA WACOR will provide appropriate technical
direction.

Final Peer Reviewed Document: Upon receipt of the EPA’s external expert peer-review of the
Contractor’s Final Written Report, the EPA WACOR will provide the contractor with the
recommended edits and modifications. The contractor shall address all recommended peer-
review modifications. Changes will be documented in a separate report for the record to describe
how the peer-review comments were incorporated into the final report. The contractor shall
provide the revised final report (and documented changes to the report) to the EPA WACOR for
review. Upon the EPA WACOR’s approval, the contractor shall send the final revised peer-
reviewed report in Microsoft Word, version 2003 or higher, to the EPA WACOR.




Attachment 1
QAPP REQUIREMENTS FOR PROJECTS USING SECONDARY DATA

A secondary data project involves the gathering and/or use of existing environmental data for
purposes other than those for which they were originally collected. These secondary data may be
obtained from many sources, including literature, industry surveys, compilations from
computerized databases and information systems, and computerized or mathematical models of
environmental processes. For these projects, a QAPP shall be prepared to include the
requirements identified below. If primary data will also be generated as part of the project, then
the information below can be incorporated into the associated QAPP to address the secondary
data. The following requirements should be addressed as applicable.

SECTION 1.0, PROJECT OBJECTIVES, ORGANIZATION, AND RESPONSIBILITIES

1.1 The purpose of study shall be clearly stated.
1.2 Project objectives shall be clearly stated.

1.3 The secondary data needed to satisfy the project objectives shall be identified.
Requirements relating to the type of data, the age of data, geographical representation,
temporal representation, and technological representation, as applicable, shall be
specified.

1.4  The planned approach for evaluating project objectives, including formulas, units,
definitions of terms, and statistical analysis, if applicable, shall be included.

1.5 Responsibilities of all project participants shall be identified, meaning that key personnel
and their organizations shall be identified, along with the designation of responsibilities
for planning, coordination, data gathering, data analysis, report preparation, and quality
assurance, as applicable.

SECTION 2.0, SOURCES OF SECONDARY DATA

A The source(s) of the secondary data must be specified.
2.2 The rationale for selecting the source(s) identified shall be discussed.
2.3 The sources of the secondary data will be identified in any project deliverable.

SECTION 3.0, QUALITY OF SECONDARY DATA

3.1 Quality requirements of the secondary data must be specified. These requirements must
be appropriate for their intended use. Accuracy, precision, representativeness,
completeness, and comparability need to be addressed, if applicable. (If appropriate, a
related QAPP containing this information can be referenced.)

3.2 The procedures for determining the quality of the secondary data shall be described.



33 If no quality requirements exist, this shall be stated in the QAPP. If no quality
requirements exist or if the quality of the secondary data will not be evaluated by EPA,
the QAPP shall require that a disclaimer be added to any project deliverable to indicate
that the quality of the secondary data has not been evaluated by EPA for this specific
application. The wording for the disclaimer shall be defined.

SECTION 4.0, DATA REPORTING, DATA REDUCTION, AND DATA VALIDATION

4.1 Data reduction procedures specific to the project shall be described, including
calculations and equations.

4.2 The data validation procedures used to ensure the reporting of accurate project data shall
be described.

4.3 The expected product document that will be prepared shall be specified (e.g., journal
article, final report, efc.).
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PERFORMANCE WORK STATEMENT
ICF CONTRACT EP-C-11-005
WORK ASSIGNMENT #3-13

Title: Quantitative Microbial Risk Assessment (QMRA} to support EPA’s potable water

reuse efforts

Work Assignment Contracting
Officer Representative (WACOR):

Alternate WACOR:

Sharon Nappier {Mail Code 4304T)

Health and Ecological Criteria Division

U.S. Envircnmental Protection Agency

Office of Water, Office of Science and Technology
1200 Pennsylvania Avenue, N.W.

Washington, DC 20460

Phone (202) 566-0740

E-mail: nappier.sharon@epa.gov

John Ravenscroft {4304T)

Health and Ecclogical Criteria Divisicn

U.S. Environmental Protection Agency

Office of Water, Office of Science and Technology
1200 Pennsylvania Ave, N.W.

Washington, DC 20460

Phone {202} 566-1125

E-mail: ravenscroft.john@epa.gov

Period of Performance: Issuance through December 31, 2014

Contractor SOW: 3.1,3.2,3.3,34,36

**Note: No CBI data will be needed in the course of this work assignment.

Background:

Currcntly there are no Federal regulations for water reuse. Rather, water reclamation and
reuse standards in the United States are the responsibility of state and local agencies. In
1980, EPA developed the first Guidelines for Water Reuse as a technical rescarch report
for the Office of Research and Development (ORD). There have been several updates to
this Guidance, with the most recent being the 2012 Guidelines for Water Reuse.

Indirect Potable Reuse (IPR) occurs when a utility discharges reclaimed water (treated
effluent) 1o an environmental buffer such as a surface water or groundwater supply and
this reclaimed water augments the drinking water supply.



Direct Potable Reuse (DPR), for the purposes of this Performance Work Statement
(PWS), means the use of water from a regulated wastewater treatment or recycling
tacility that is introduced into the drinking water treatment facility without the use of an
environmental buffer. DPR does nof include the introduction of water from a recycling
tacility directly into a drinking water distribution system.

Non-potable Reuse (NPR) is the use of reclaimed water for recreational, agricultural or
other uscs where direct human ingestion of the water does not occur. Recreational non-
potable reuse can include snowmaking. Agricultural non-potable water reuse includes
irrigation of food crops intended for human or animal consumption.

Water availabilily and drought are driving a number of states to examine water reuse as
an alternative source of water for potable and non-potable applications. In many states,
drinking water utilitics arc at various stages in considering implementing water reuse. An
increasing number of states have been contacting EPA asking for guidance when they are
approached by utilitics that are contemplating or commencing the process of
implementing DPR. A number of states have adopted regulations, guidelines or design
standards to cover their waler reuse activities. Several states address direct or indirect
potable reuse including California, Arizona, New Mexico, Texas, Colorado, Florida,
(ieorgia, Virginia, Wyoming and Washington.

However, there are still scientific gaps relating to potable and non-potable water reusc
safety, especially because states are moving forward with different standards and
treatment trains and becausc there is a gap in the knowledgebase for assessing potential
human health risks from various routes of exposure to recycled water. For example,
many of these safety concerns relate to the risks associated with exposure to chemicals
(including mixturcs) and microbes in the finished potable water. This work assignment
will address human health risks via Quantitative Microbial Risk Assessment (QMRA)
from pathogen exposurcs to various potable and non-potable reusc applications and
subsequent exposure routes, including treatment trains currently in use or currently under
consideration.

Quality Assurance:

The tasks in this work assignment (WA) require the use of secondary data/analyses and
fall under the scope of the approved contract-level QAPP. Consistent with the Agency’s
quality assurance (QA) requirements, the contractor must assure the quality and
analyses of the secondary data and other data collected to be used under this work
assignment.

The Contractor shall discuss with the WACOR if any of the specific work assignment
tasks are not readily covered under the approved contract-level QAPP. Any additional
quality assurance reguirements must be addressed in the work plan and monthly
progress reports and, if needed, be covered by a WA-specific QAPP supplement, which
must be approved by the WACOR before activities covered by the additional QA
tanguage begin under this work assignment.



Performance Work Statement: The contractor shall perform the following task areas:
Task 1: Work plan and monthty progress reports

The contractor shall develop a detail work plan and cost estimate for each task outlined
in this work assignment. The plan should contain, but not limited to, work-flowchart,
elaborate schedule {task-wise), staffing plan and qualifications of proposed staff, budget
for each task and level of effort (LOE). Prior to the submission of the work plan, the
contractor shall consult with the WACOR via conference call to mitigate any potential
issues that need clarifications. The contractor shall inciude information on plans to
manage work and control contract costs. All P levels, hours and total dollars for each
task will be provided and costs greater than $100.00 shall be itemized in detail. The
contractor shall provide their job number with all invoices to facilitate their expediency.

This task also includes monthly progress and financial reports. The monthly progress
report shall indicate, in a separate QA section, whether significant QA issues have been
identified and how they are being resolved. Monthly financial reports must include a
table with the invoice LOE and costs’ broken out by the tasks in this WA.

Task 1.1 Information Quality Guidelines

The contractor shall ensure the products developed under this work assignment comply
with the EPA Information Quality Guidelines and shall complete the Checklist for
Influential Information as needed for each deliverable from this work assignment as
they may be used in Agency decision-making and/or will be publicly available
documents. The WACOR will provide the checklist to the contractor. The contractor shall
provide a memorandum describing how the planned product(s} developed meet EPA’s
Information Quality Guidelines checklist. As part of that memo, the contractor shall
document the quality assurance procedures it used in developing the deliverables under
this Work Assignment. The contractor shall provide the memo at the time it delivers the
Final Summary Report. As requested by the WACQOR, the contractor shall have a
teleconference with the WACOR to discuss the Guidelines and the contractor’s role in
completing the checklist.

TASK 2 — Quantitative Microbial Risk Assessment of Water Reuse Scenarios

The contractor shall develop QMRAs to support HECD efforts to estimate human health
risks from various exposure routes and water reuse scenarios. The scenarics may range
from indirect to direct reuse applications. The contractor shall develop appropriate
planning and scoping activities prior to conducting risk analyses. Planning and scoping
activities will include the delineation of the important risk management questions and
potential science gaps that the assessment could address. Additionally, these activities
shall include the identification of the exposure routes of interest, relevant pathogens



and pathogen indicators, etc. The contractor shall also develop a problem formulation,
including a data inventory, for any reuse scenario that is modeled. The contractor shall
develop a risk characterization for each QMRA conducted under this task that discusses
the interpretation of the risk modeling and analyses. This interpretation shall be a
synthesis exercise and include sensitivity and uncertainty analysis and interpretation.
The contractor shall frame the risk characterization to reflect the problem formulation
such that it is useful for informing decision-making at EPA. The contractor shall
coordinate these activities with the WACOR and other technical staff.

Task 2.1 Distributions of Pathogens and pathogen indicators

As part of this project, the contractor shalll build on the viral distribution work
completed under WA 3-08. The contractor shall create, as specified by the WACOR,
distributions of pathogenic protozoa, bacteria, and viruses in raw sewage, and in
wastewater that has undergone various stages of treatment or retention time in
environmental matrices. Viruses can include norovirus, adenovirus, rotavirus, etc.
Protozoans can include, but are not limited to, Gigrdia spp. and Cryptosporidium spp.
Bacteria can include, but are not limited to, Legionella spp, Mycobacterium Avium
Complex (MAC), E. coli 0157:H7, Campylobacter spp., etc. Additionally, the contractor
may also be required to develop distributions of pathogen indicators as needed and
specified by the WACOR.

Task 2.2 QMRA of Multiple Treatment Trains

Using the pathogen distribution information developed under task 2.1, the contractor
shall conduct a QMRA for estimating human health risks from exposure to waters that
have undergone multiple treatment trains and are intended for use under a DPR
scenario. Multiple treatment trains, such as Full Advanced Treatment (FAT), will be
explored. Additionally, multiple disinfectant regimes may be explored.

Task 2.3 Other QMRAs

As directed by the WACOR, the contractor shall conduct a QMRA for other exposure and
water reuse scenarios as needed to help inform decision making in EPA’s Office of
Water.

Task 2.4 £PA Reports and Peer-review Publications

The contractor shall submit the QMRA work as both an EPA report for internal review
and as a peer-review publication manuscript. EPA anticipates there will be several
internal reviews of both the EPA report and manuscript prior to publication. The
contractor shall assist in incorporating comments and edits and deliver final products.
Manuscripts shall be prepared once the submitted report is of sufficient quality for
publication. At EPA’s direction, the contractor shall make the final EPA document 508



compliant.
Travel: Local travel is anticipated for this task. No contractor travel outside of
the Washington, D.C. metro area is required.

Task Area 3 - General Project Support

The contractor shall, based on technical direction given by the WACOR, provide support
in conducting literature searches of the peer reviewed scientific literature and in
preparing interim project updates and other materials for internal and external
audiences. Literature searches will aid the development of the QMRAs conducted under
Task 2. Updates and other support materials may include, but are not limited to, short
briefing documents, white papers and PowerPoint presentations. The contractors may
also be directed to participate in and/or conduct briefings. A weekly update call with the
WACOR will be required for this work assignment, as needed.

Some meetings may require contractor support and/or attendance for note-taking,
presentations, and meeting preparation materials. Details on travel dates and locations
will be provided by the WACOR through technical direction, as further information
becomes available.

Travel: Travel may be needed as deemed necessary by the WACOR. No
contractor travel outside of the Washington, D.C. metro area is required.

Knowledge and Skilis Required: The contractor shall have expertise in preparing the
aforementioned materials and be knowledgeable with the various fields of discipline
discussed in this work assignment. The contractor shall have practical experience in
conducting microbial risk assessments and have advanced credentials in environmental
microbiology. The contractor shail be familiar with viral, protozoan, and bacterial
indicators and pathogens, microbiological analytical methods {including molecular
techniques), biostatistics, guantitative microbial risk assessment, environmental
engineering, and direct and indirect potable water reuse. The contractor shall be
familiar with the interpretation of indicator and pathogen monitoring results and how
those results are related to risk estimates and public health protection.

General Requirements of the Work Assignment and Schedule:

Due Dates: The contractor shali provide due dates that are mutually acceptable with
the WACOR. The contractor shall notify the WACOR in advance, if a due date will not be
met and request a revised date.

Delays: The contractor shall make every effort to ensure there are no contractor-caused
delays. If a delay is inevitable, it is the contractor’s responsibility to notify the WACOR
at the first sign of said delay. A revised schedule will then be worked out.



Draft Documents: The contractor may be required to submit draft documents. Draft
documents shall be prepared in an electronic format compatible with current Microsoft
products. The WACOR will provide comments on draft submissions prior to submission
of final documents.

Final Documents: The contractor shall submit final documents both electronically and in
hardcopy to WACOR.

Milestone/Deliverable Table

Task Task # Milestones and Due Dates
Task 1: Work plan, monthly progress reports and
quality assurance
Within 15 calendar days after receipt of
Warkplan 1 ¥ P

work assignment

Discuss with WACOR within 15 calendar
Information Quality Guidelines 12 days after receipt of work assignment. 102G
checklists due with final deliverable {can be
____________________________________________________________________________ included with QA materials).
Initial planning meeting to be held within 15
calendar days after receipt of work
assignment. Subsequent meetings to be
held roughly weekly, as needed. For each
QMRA that is conducted, the contractar
shall meet with the WACOR to discuss
pltanning and scoping and develop the
_problem formulation,

Task 2: Quantitative Microbial Risk Assessment

After the workplan approval, throughout the
period of performance. initial planning
Distributions of Pathogens and pathogen indicators 21 meeting with WACOR and other technical
staff within 15 calendar days of Work Plan
approval or as specified by the WACOR.

QMRA of Multi ple Trq_a_t_meh__t__]_rg_i_ ns - 22 w

Other QMRAs 2.3 TBD

! Uniess specified by the WACOR, the
schedule for report and manuscript
deliverables is as follows (please note that
EPA Reports and Peer-review Publications 2.4 not all draft deliverable milestones witl
apply to afl deliverables):




Reports: Draft for WACOR review — 2 weeks
after receiving WACOR comments;

Draft for peer review — 1 week after
receiving WACOR comments;

Final for WACOR review — 2 weeks after
receiving peer review comments;

Final for publication — 2 weeks after
receiving WACOR comments.

Manuscripts:

Draft for WACOR review — 2 weeks after
receiving WACOR comments;

Final — 1 week after receiving WACOR

Task 3: General Project Support TBD




Attachment 1
QAPP REQUIREMENTS FOR PROJECTS USING SECONDARY DATA

A secondary data project involves the gathering and/or use of existing environmental
data for purposes cther than those for which they were originally coilected. These
secondary data may be obtained from many scurces, including literature, industry
surveys, compilations from computerized databases and information systems, and
computerized or mathematical models of environmental processes. For these projects,
a QAPP shall be prepared to include the requirements identified below. If primary data
will also be generated as part of the project, then the information below can be
incorporated into the associated QAPP to address the secondary data. The following
requirements should be addressed as applicable.

SECTION 1.0, PROJECT OBJECTIVES, ORGANIZATION, AND RESPONSIBILITIES

1.1 The purpose of study shall be clearly stated.
1.2 Project objectives shall be clearly stated.

1.3 The secondary data needed to satisfy the project objectives shall be identified.
Requirements relating to the type of data, the age of data, geographical
representation, temporal representation, and technological representation, as
applicable, shall be specified.

1.4 The planned approach for evaluating project objectives, including formulas,
units, definitions of terms, statistical-data analysis (i.e. statistical analysis & any
other types of data analysis), and assumptions/recommendations based on the
data analysis, if applicable, shall be included.

15 Responsibilities of all project participants shall be identified, meaning that key
personnel and their organizations shall be identified, along with the designation
of responsibilities for planning, coordination, data gathering, data analysis,
report preparation, and guality assurance, as applicable.

SECTION 2.0, SOURCES OF SECONDARY DATA

2.1 The source(s) of the secondary data must be specified.
2.2 The rationale for selecting the source(s} identified shall be discussed.
2.3 The sources of the secondary data will be identified in any project deliverable.



SECTION 3.0, QUALITY OF SECONDARY DATA

31 Quality requirements of the secondary data must be specified. These
requirements must be appropriate for their intended use. Accuracy, precision,
representativeness, completeness, and comparability need to be addressed, if
applicable. (Iif appropriate, a related QAPP containing this information can be
referenced.)

3.2 The procedures for determining the quality of the secondary data shall be
described.

3.3 If no quality requirements exist, this shall be stated in the QAPP. If no quality
requirements exist or if the quality of the secondary data will not be evaluated
by EPA, the QAPP shall require that a disclaimer be added to any project
deliverabie to indicate that the quality of the secondary data has not been
evaluated by EPA for this specific application. The wording for the disclaimer
shall be defined.

SECTION 4.0, DATA REPORTING, DATA REDUCTION, AND DATA VALIDATION

41 Data reduction procedures specific to the project shall be described, including
calculations and equations.

4.2 The data validation procedures used to ensure the reporting of accurate project
data shall be described.

4.3 The expected product document that will be prepared shall be specified (e.g.,
journal article, final report, etc.).
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